Focus Report
New Chemicals Program
PMN Number: P-11-0091

Focus Date: 01/03/2011 12:00:00 AM Report Status: Completed
Consolidated Set: P-11-0091; P-11-0092; P-11-0093

Focus Chair: Jim Alwood Contractor: Christina Stanley
I._Notice Information

Submitter: CAS Number:
Chemical Name:

Use:

Other Uses:

PV-Max:

Manufacture: Import: X

Il. SAT Results

(1) Health Rating: 1-2 Eco Rating: 2 Comments:  PMN;mitigation of toxicity expecte
i.e., ~17x

(2) Health Rating: 2 Eco Rating: 3 Comments: Potential Incineration/degradation p
concern for toxicity of incomplete
incineration products to terrestrial
organisms

Occupational: 2-3D Non-Occupational: Environmental: 2

(1) PBT:3 1 1 Comments: PMN

(2) PBT:3 2 2 Comments: Incin Pdt

(3) PBT: 3 2 2 Comments:

(4) PBT: 3 2 2 Comments:

(5) PBT: 3 2 2 Comments:

Il. OTHER FACTORS

Categories:

Health Chemical Category: Perfluoro Containing Chemicals Ecotox SAR and  polycationic polymers;

Category: Polycationic Polymers

Related Cases/Regulatory History:

Health related Cases: ]

Ecotox Related Cases: Analogs: [ G

Regulatory History:

I GRANTED WITH CONDITION

MSDS/Label Information:

MSDS: Yes Label: No

General Equipment: impervious gloves/ safety glasses or coverall chemical splash goggles / Use only in area provided

with appropriate exhaust ventilation.



Respirator: In case of mist, spray or aerosol exposure wear suitable personal respiratory protection and

protective suit.

Health Effects: Inhalation of aerosol or fine spray mist may cause serious respiratory problems / No skin or eye
irritation.

TLV/PEL (PMN or raw - none established.

material):

Exposure Based Information:
Exposure Based Review: N
Exposure Based Review (Eco): N

Exposure Based Review (Health): N
Exposure Based (Occupational): No
Exposure Based (Environmental):

Exposure Based Review N

(Non Occupatuional):

Exposure Parameter
Surface DW:
Fish Ingestion:
Ground DW:
Inhalation:
Water Releases:
Total Releases:
Consumer Exposure:

Exposure-Based Persistent/Bioaccum Exposure Value

Yes

Yes
Yes

1V. Summary of SAT Assessment

Fate:
Fate Summary:

Health:

Health Summary:

Test Data:

Ecotox:
Ecotox Values:
Fish 96-h LC50:
Daphnid 48-h LC50:

Green algal 96-h EC50:

Fish Chronic Value:
Daphnid ChV:

P-11-0091-93

aTe: v - I
-

S = Disp.

VP < 1.0E-6 torr at 25 C (E)

BP > 400 C (E)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption

Time for complete ultimate aerobic biodeg > mo
Sorption to soils/sediments = v.strong

PBT Potential: PMN P3B1; Incin Pdt P3B2
*CEB FATE: Migration to ground water = negl|

Absorption is nil all routes based on physical/chemical properties. There is concern for lung
toxicity from cationic binding to lung membranes.

For the potential incomplete incineration/environmental degradation product, based on test data
for the analogue concerns are liver toxicity, blood toxicity, and male
reproductive toxicity [rat 28-day oral NOAEL =50 mg/kg, LOAEL = 150 mg/kg with liver
toxicity; rat 90-day oral LOAEL = 10 mg/kg based on decreased body weight in males at all doses
and liver toxicity and anemia at 200 mg/kg; there were toxic effects on the testes in 2 males in the
90-day oral study that were judged by the reviewer to be indicative of the potential for male
reproductive toxicity. There is also concern for immunosuppression and oncogenicity based on
data for .

(-) Salmonella with and without activation; (-) E. coli with and without activation; rat oral LDO =
5000 mg/kg; slight eye irritation in rabbits, cleared by 48 h; slight skin irritation in rabbits, cleared
by 24 h; (-) for skin sensitization in a mouse local lymph node assay at 20% ai

3.5(P)
13(P) >120(M)
1.5(P)

0.19(P)

0.92(P)



Algal ChV:

Ecotox values comments:

0.40(P)

Predictions are based on SARs for polycationic polymers with
class = polymer-cationic- amine-N; MW :
effective concentrations based on 100% active ingredients and nominal concentrations; hardness
<180.0 mg/L as CaCO3; and TOC <2.0 mg/L;

significant mitigation of toxicity expected in the presence of 10 mg TOCI/L, i.e., ~17 times;

amine-N; SAR chemical

high concern for the to wild mammals and birds based on
mammalian test data for mammals for

Ecotoxicity Study Review for

PMN P11-0091

A single daphnid acute ecotoxicity study, conducted i
, accompanied this PMN submission. In this study, the test substance, designated
” was tested. This designation was stipulated as identical to the PMN substance by

personal communication with , technical contact for . The PMN is marketed as

The PMN is a polycationic polymer with amine nitrogen and thus having toxicity mitigated
by a factor of 17 for adsorption to organic carbon. The combinatior— salt was
tested in daphnia and results are considered to apply to all 3 forms of the PMN. The substance was
described as a consisting of and was
introduced into the reconstituted aqueous test media at a nominal concentration of 600 mg product
formulation per liter (or 120 mg a.i./L). Dilutions were made of this highest concentration,
consisting of 60 (12 mg a.i./L), 6 (1.2 mg a.i./L) or 0.6 (0.12 mg a.i./L). All test solutions were
then stirred again for an additional 15 minutes. Solutions were clear with no observable
precipitate. These concentrations, along with a control consisting of only aqueous test media, were

tested with daphnia. The PMN was not measured analytically and all reported concentrations are
nominal.

In a static immobilization test, fasted Daphnia magna (10 daphnids/replicate x 1 replicate) were
exposed to nominal concentrations of 0, 0.12, 1.2, 12, or 120 mg a.i./L for 48 hours under static
conditions. Over the course of the study, water temperature was 19.8-21.0°C, pH ranged from 8.0
to0 8.2, O2 levels ranged from 8.7 to 9.1 mg O2/L, water hardness of the dilution water 100-140
mg/L as CaCO3 and electrical conductivity was not reported. Thus, study parameters complied
with OCSPP and OECD guidelines for: 1) O2, pH, temperature, water hardness values and other
water quality parameters; 2) species, age, number of organisms per replicate, and biomass loading
rates; and, 3) replicate and overall variability.

No immobilization or abnormal response was observed in the control or treated groups. The
daphnia 48-hour EC50 for immobilization was determined to be >120 mg a.i./L with no 95%
confidence limits determinable. The LOAEC was not determined and the NOAEC was 120 mg
a.i./L.

Results from this acute daphnid aquatic ecotoxicity study show lower toxicity than the
ECOSAR-predicted daphnid acute value of 13 mg/L. Daphnia was the only species tested.
ECOSAR predicts that algae will have a 96-hr EC50 of 1.5 mg/L and that fish will have a 96-hr
LC50 of 3.5 mg/L.

Even thought the daphnia test is considered valid, because ECOSAR predicts higher toxicity for
fish and algae, the predictions from ECOSAR for algae will supersede the Daphnia test results for
setting the COC to err on the side of protecting the environment. Based on algae, the most
sensitive species predicted by ECOSAR, the existing COC of 320 ppb will not be changed based
on the test results for daphnia.

Reviewer: S. Cragg
20 December 2010



Ecotox Factors:
Assessment Factor: 10
Concern Concentration: 320
- Chronic Value



V. Summary of Exposures/Releases
Engineering Summary: P-11-0091

Exposures/Releases
Scenario

Sites
Media

Descriptor A High End

Conservative

Quantity A (Release = kg/site/day; Exposure -
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type

Engineering Summary: Release
Exposures/Releases
Scenario

Release Release

Sites
Media

Descriptor A

High End Output 2

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers

Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0091

Exposures/Releases
Scenario

Sites
Media

Descriptor A Conservative

Quantity A (Release = kg/site/day; Exposure -
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

Conservative

Workers
Exposure Type

Engineering Summary: Release Release Release
Exposures/Releases

Scenario

Sites
Media
Descriptor A Conservative
Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0091

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From I

Workers

Exposure Type

Engineering Summary: Release
Exposures/Releases
Scenario

Release

Release

Sites
Media
Descriptor A Conservative

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers

Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0091

Exposures/Releases
Scenario

Sites
Media

Descriptor A Conservative Output 2

Quantity A (Release = kg/site/day; Exposure - -

= mg/day)
Frequency A (day/year) | |
Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)
Frequency B (day/year)

From P

Workers
Exposure Type

Engineering Summary: Release Release Exposure
Exposures/Releases

Scenario

Sites
Media

Descriptor A Output 2 Conservative High End

Quantity A (Release = kg/site/day; Exposure [} I I

= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From e
\Workers
Exposure Type




V. Summary of Exposures/Releases

Engineering Summary: P-11-0091

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type

Engineering Summary:
Exposures/Releases
Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0091

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

Workers
Exposure Type

Engineering Summary:
Exposures/Releases
Scenario

Sites
Media
Descriptor A

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

—— T ..
\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0091

Exposures/Releases

Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year) [ |

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type [ ]




V1. Focus Decision and Rationale

Regulatory Actions
Regulatory Decision:
Type of Decision:

Rationale:

PMN Standard Review Decision Date:  01/03/2011

P11-0091-0093 will be placed in standard review to examine potential human
health risks to workers and consumers from ||| potymers with JJjj

, and PBT concerns for they hydrolysis product. Human health
concerns were low-moderate for the PMN substances and moderate for the
degradation product. Human health risks from | i include
immunotoxicity and developmental/reproductive effects. Ecotoxicity concerns
were moderate for the PMN substance and high for the hydrolysis product for
terrestrial species. These risks were mitigated due to no chronic exceedance
for the 320 ppb chronic COC and no exceedance of the 6,375 ppb acute COC.
The standard review will consist of a team, schedule and TIl. The PBT score
for the PMN substances is P3B2T1 and P3B2T2 for they hydrolysis product.

COC’s: 320 ppb chronic, 6,375 ppb acute

Summary of Exposures and Releases:

W



Tk abuatali,



ik alids



P2 Rec Comments:
Testing:

Final Recommended:
Health:
Eco:
Fate:
Other:




SAT Report
PMN Number: P-11-0091
SAT Date: 12/17/2010
Print Date: 3/13/2015

Related cases: -

Health related cases:

Ecotox related cases: - Analogs: ||| G

Concern levels:

Type of Concern: Health Eco Comments

Level of Concern: 1-2 2 Health: PMN ; Eco: mitigation of toxicity expected, i.e., ~17x
2 3 Health: Potential Incineration/degradation product ; Eco: concern for toxit

incomplete incineration products to terrestrial organisms

Persistence Bioaccum Toxicity Comments
3 1 1 PMN
3 2 2 Incin Pdt

Exposure Based Review:

Health: No
Ecotox: No
Routes of exposure: Health: Dermal Inhalation
Ecotox: All releases to water
Fate: ;
Keywords:

Keywords: LUNG

Summary of Assessment:

Fate:
Fate Summary: P-11-0091-93

FATE: MW =} < 500 and i < 000

S = Disp.

VP < 1.0E-6 torr at 25 C (E)

BP > 400 C (E)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption

Time for complete ultimate aerobic biodeg > mo



Sorption to soils/sediments = v.strong
PBT Potential: PMN P3B1; Incin Pdt P3B2
*CEB FATE: Migration to ground water = negl

Health:

Health Summary: Absorption is nil all routes based on physical/chemical
properties. There is concern for lung toxicity from cationic binding to lung membranes.

For the potential incomplete incineration/environmental degradation product, based on test data
for the analogue concerns are liver toxicity, blood toxicity, and male
reproductive toxicity [rat 28-day oral NOAEL =50 mg/kg, LOAEL = 150 mg/kg with liver
toxicity; rat 90-day oral LOAEL = 10 mg/kg based on decreased body weight in males at all
doses and liver toxicity and anemia at 200 mg/kg; there were toxic effects on the testes in 2
males in the 90-day oral study that were judged by the reviewer to be indicative of the potential
for male reproductive toxicity. There is also concern for immunosuppression and oncogenicity
based on data for

Test Data: (-) Salmonella with and without activation; (-) E. coli
with and without activation; rat oral LDO = 5000 mg/kg; slight eye irritation in rabbits, cleared
by 48 h; slight skin irritation in rabbits, cleared by 24 h; (-) for skin sensitization in a mouse
local lymph node assay at 20% ai

Ecotox:
Test Organism| Test [Test End Predicted Measured Comments
Type [Point
fish| 96-h LC50 3.5
daphnid| 48-h LC50 13 >120
green algal| 96-h EC50 1.5
fish _ chronic value 0.19
daphnid _ chronic 0.92
value
algal _ chronic 0.40
value
Sewage Sludge| 3-h EC50 _
Sewage Sludge _ Chronic _
Value

Ecotox Values Comments: Predictions are based on SARs for polycationic polymers with
amine-N; SAR chemical class = polymer-cationicjjjjjjjfjj amine-N; Mw

<1000 and- < 500; pH7; effective concentrations based on 100% active ingredients and
nominal concentrations; hardness <180.0 mg/L as CaCO3; and TOC <2.0 mg/L;

significant mitigation of toxicity expected in the presence of 10 mg TOC/L, i.e., ~17 times;

high concern for the to wild mammals and birds based on
mammalian test data for mammals for .




Ecotoxicity Study Review for

PMN P11-0091

A single daphnid acute ecotoxicity study, conducted in
, accompanied this PMN submission. In this study, the test substance, designated

was tested. This designation was stipulated as identical to the PMN substance by
personal communication with , technical contact for . The PMN is marketed
as various salts of the polymer:
The PMN is a polycationic polymer with amine nitrogen and thus having
toxicity mitigated by a factor of 17 for adsorption to organic carbon. The combination

was tested in daphnia and results are considered to apply to all 3 forms
of the PMN. The substance was described as a
and was introduced into the reconstituted aqueous test media at a nominal
concentration of 600 mg product formulation per liter (or 120 mg a.i./L). Dilutions were made
of this highest concentration, consisting of 60 (12 mg a.i./L), 6 (1.2 mg a.i./L) or 0.6 (0.12 mg
a.i./L). All test solutions were then stirred again for an additional 15 minutes. Solutions were
clear with no observable precipitate. These concentrations, along with a control consisting of
only aqueous test media, were tested with daphnia. The PMN was not measured analytically
and all reported concentrations are nominal.

In a static immobilization test, fasted Daphnia magna (10 daphnids/replicate x 1 replicate) were
exposed to nominal concentrations of 0, 0.12, 1.2, 12, or 120 mg a.i./L for 48 hours under static
conditions. Over the course of the study, water temperature was 19.8-21.0°C, pH ranged from
8.0 t0 8.2, O2 levels ranged from 8.7 to 9.1 mg O2/L, water hardness of the dilution water
100-140 mg/L as CaCO3 and electrical conductivity was not reported. Thus, study parameters
complied with OCSPP and OECD guidelines for: 1) O2, pH, temperature, water hardness values
and other water quality parameters; 2) species, age, number of organisms per replicate, and
biomass loading rates; and, 3) replicate and overall variability.

No immobilization or abnormal response was observed in the control or treated groups. The
daphnia 48-hour EC50 for immobilization was determined to be >120 mg a.i./L with no 95%
confidence limits determinable. The LOAEC was not determined and the NOAEC was 120 mg
a.i./L.

Results from this acute daphnid aquatic ecotoxicity study show lower toxicity than the
ECOSAR-predicted daphnid acute value of 13 mg/L. Daphnia was the only species tested.
ECOSAR predicts that algae will have a 96-hr EC50 of 1.5 mg/L and that fish will have a 96-hr
LC50 of 3.5 mg/L.

Even thought the daphnia test is considered valid, because ECOSAR predicts higher toxicity for
fish and algae, the predictions from ECOSAR for algae will supersede the Daphnia test results
for setting the COC to err on the side of protecting the environment. Based on algae, the most



sensitive species predicted by ECOSAR, the existing COC of 320 ppb will not be changed based

on the test results for daphnia.

Reviewer: S. Cragg
20 December 2010

Factors|Values

Comments

Assessment Factor|10

Concentration of Concern{320
(ppb)

with mitigation

SARs|polycationic polymers

SAR Class|polymer-cationic amine
nitrogen

new chemicals category: polycationic
polymers

Ecotox Category

Ecotox Factors Comments:

SAT Chair: L Keifer 564-8916




Focus Report
New Chemicals Program
PMN Number: P-11-0092

Focus Date: 01/03/2011 12:00:00 AM
Consolidated Set: P-11-0091; P-11-0092; P-11-0093
Focus Chair: Jim Alwood

I. Notice Information

Submitter:
Chemical Name:

Use:

Other Uses:

PV-Max:

Manufacture:

Il. SAT Results

(1) Health Rating: 1-2 Eco Rating:
(2) Health Rating: 2 Eco Rating:
Occupational: 2-3D Non-Occupational:
(1) PBT:3 1 1

(2) PBT:3 2 2

(3) PBT: 3 2 2

(4) PBT: 3 2 2

(5) PBT: 3 2 2

Il. OTHER FACTORS

Categories:

Health Chemical Category: Perfluoro Containing Chemicals

Related Cases/Regulatory History:
Health related Cases:

Ecotox Related Cases:

Regulatory History:

Report Status: Completed

Contractor: Christina Stanley

CAS Number:

Import: X
2 Comments: PMN;mitigation of toxicity expecte
i.e., ~17x
3 Comments:  Potential Incineration/degradation p

concerf for toxicity of incomplete
incineration products to terrestrial
organisms

Environmental: 2

Comments: PMN
Comments: Incin Pdt
Comments:
Comments:
Comments:

Ecotox SARand  polycationic polymers;
Category: Polycationic Polymers

-: GRANTED WITH CONDITION

MSDS/Label Information:
MSDS: Yes

Label: No

General Equipment: impervious gloves/ safety glasses or coverall chemical splash goggles / Use only in area provided

with appropriate exhaust ventilation.



Respirator: In case of mist, spray or aerosol exposure wear suitable personal respiratory protection and
protective suit.

Health Effects: Inhalation of aerosol or fine spray mist may cause serious respiratory problems / No skin or eye
irritation.

TLV/PEL (PMN or raw - none established.

material):

Exposure Based Information:
Exposure Based Review: N
Exposure Based Review (Eco): N
Exposure Based Review

(Non Occupatuional):

Exposure Based Review (Health): N
Exposure Based (Occupational): No
Exposure Based (Environmental):

IV. Summary of SAT Assessment

Fate:
Fate Summary:

Health:

Health Summary:

Test Data:

Ecotox:
Ecotox Values:
Fish 96-h LC50:
Daphnid 48-h LC50:
Green algal 96-h EC50:
Fish Chronic Value:
Daphnid ChV:
Algal ChV:

Ecotox values comments:

P-11-0091-93

FATE: MW = || < 500 and ] < 1000

S = Disp.

VP < 1.0E-6 torr at 25 C (E)

BP > 400 C (E)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption

Time for complete ultimate aerobic biodeg > mo
Sorption to soils/sediments = v.strong

PBT Potential: PMN P3B1; Incin Pdt P3B2
*CEB FATE: Migration to ground water = negl|

Absorption is nil all routes based on physical/chemical properties. There is concern for lung
toxicity from cationic binding to lung membranes.

For the potential incomplete incineration/environmental degradation product, based on test data
for the analogue concerns are liver toxicity, blood toxicity, and male
reproductive toxicity [rat 28-day oral NOAEL =50 mg/kg, LOAEL = 150 mg/kg with liver
toxicity; rat 90-day oral LOAEL = 10 mg/kg based on decreased body weight in males at all doses
and liver toxicity and anemia at 200 mg/kg; there were toxic effects on the testes in 2 males in the
90-day oral study that were judged by the reviewer to be indicative of the potential for male
reproductive toxicity. There is also concern for immunosuppression and oncogenicity based on
data for .

P11-0091: (-) Salmonella with and without activation; (-) E. coli with and without activation; rat
oral LDO = 5000 mg/kg; slight eye irritation in rabbits, cleared by 48 h; slight skin irritation in
rabbits, cleared by 24 h; (-) for skin sensitization in a mouse local lymph node assay at 20% ai

3.6(P)
14(P)
1.6(P)
0.20(P)
0.99(P)
0.43(P)

Predictions are based on SARs for polycationic polymers with amine-N; SAR chemical
class = polymer-cationidjjjjfjj amine-N; ™ <1000 and [ < 500; |l
effective concentrations based on 100% active ingredients and nominal concentrations; hardness
<180.0 mg/L as CaCO3; and TOC <2.0 mg/L;

significant mitigation of toxicity expected in the presence of 10 mg TOC/L, i.e., ~17 times;



high concern for the to wild mammals and birds based on
mammalian test data for mammals fo .

Assessment Factor: 10
Concern Concentration: 340
- Chronic Value

Ecotox Factors:



V. Summary of Exposures/Releases
Engineering Summary: P-11-0092

Exposures/Releases
Scenario

Sites
Media

Descriptor A High End

Conservative

Quantity A (Release = kg/site/day; Exposure -
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type

Engineering Summary: Release
Exposures/Releases
Scenario

Release Release

Sites
Media

Descriptor A

High End Output 2

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers

Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0092

Exposures/Releases
Scenario

Sites
Media

Descriptor A Conservative

Quantity A (Release = kg/site/day; Exposure -
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

Conservative

Workers
Exposure Type

Engineering Summary: Release Release Release
Exposures/Releases

Scenario

Sites
Media
Descriptor A Conservative
Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0092

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From I

Workers

Exposure Type

Engineering Summary: Release
Exposures/Releases
Scenario

Release

Release

Sites
Media
Descriptor A Conservative

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers

Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0092

Exposures/Releases
Scenario

Sites
Media

Descriptor A Conservative Output 2

Quantity A (Release = kg/site/day; Exposure - -

= mg/day)
Frequency A (day/year) | |
Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)
Frequency B (day/year)

From P

Workers
Exposure Type

Engineering Summary: Release Release Exposure
Exposures/Releases

Scenario

Sites
Media

Descriptor A Output 2 Conservative High End

Quantity A (Release = kg/site/day; Exposure [} I I

= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From e
\Workers
Exposure Type




V. Summary of Exposures/Releases

Engineering Summary: P-11-0092

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type

Engineering Summary:
Exposures/Releases
Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0092

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

Workers
Exposure Type

Engineering Summary:
Exposures/Releases
Scenario

Sites
Media
Descriptor A

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

—— T ..
\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0092

Exposures/Releases

Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year) [ |

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type [ ]




V1. Focus Decision and Rationale

Regulatory Actions
Regulatory Decision:
Type of Decision:

Rationale:

PMN Standard Review Decision Date:  01/03/2011

P11-0091-0093 will be placed in standard review to examine potential human
health risks to workers and consumers fro , polymers with .

, and PBT concerns for they hydrolysis product. Human health
concerns were low-moderate for the PMN substances and moderate for the
degradation product. Human health risks from | i include
immunotoxicity and developmental/reproductive effects. Ecotoxicity concerns
were moderate for the PMN substance and high for the hydrolysis product for
terrestrial species. These risks were mitigated due to no chronic exceedance
for the 320 ppb chronic COC and no exceedance of the 6,375 ppb acute COC.
The standard review will consist of a team, schedule and TIl. The PBT score
for the PMN substances is P3B2T1 and P3B2T2 for they hydrolysis product.

COC’s: 320 ppb chronic, 6,375 ppb acute

Summary of Exposures and Releases:

Ly
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P2 Rec Comments:
Testing:

Final Recommended:
Health:
Eco:
Fate:
Other:




SAT Report
PMN Number: P-11-0092
SAT Date: 12/17/2010
Print Date: 3/13/2015

Related cases: -

Health related cases:

Ecotox related cases: - Analogs: ||| G

Concern levels:

Type of Concern: Health Eco Comments

Level of Concern: 1-2 2 Health: PMN ; Eco: mitigation of toxicity expected, i.e., ~17x
2 3 Health: Potential Incineration/degradation product ; Eco: concerf for toxic

incomplete incineration products to terrestrial organisms

Persistence Bioaccum Toxicity Comments
3 1 1 PMN
3 2 2 Incin Pdt

Exposure Based Review:

Health: No
Ecotox: No
Routes of exposure: Health: Dermal Inhalation
Ecotox: All releases to water
Fate: ;
Keywords:

Keywords: LUNG

Summary of Assessment:

Fate:
Fate Summary: P-11-0091-93

FATE: MW = || < 500 and i} < 1000

S = Disp.

VP < 1.0E-6 torr at 25 C (E)

BP > 400 C (E)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption

Time for complete ultimate aerobic biodeg > mo



Sorption to soils/sediments = v.strong
PBT Potential: PMN P3B1; Incin Pdt P3B2
*CEB FATE: Migration to ground water = negl

Health:

Health Summary: Absorption is nil all routes based on physical/chemical
properties. There is concern for lung toxicity from cationic binding to lung membranes.

For the potential incomplete incineration/environmental degradation product, based on test data
for the analogue concerns are liver toxicity, blood toxicity, and male
reproductive toxicity [rat 28-day oral NOAEL =50 mg/kg, LOAEL = 150 mg/kg with liver
toxicity; rat 90-day oral LOAEL = 10 mg/kg based on decreased body weight in males at all
doses and liver toxicity and anemia at 200 mg/kg; there were toxic effects on the testes in 2
males in the 90-day oral study that were judged by the reviewer to be indicative of the potential
for male reproductive toxicity. There is also concern for immunosuppression and oncogenicity
based on data for

Test Data: P11-0091: (-) Salmonella with and without activation; (-)
E. coli with and without activation; rat oral LDO = 5000 mg/kg; slight eye irritation in rabbits,
cleared by 48 h; slight skin irritation in rabbits, cleared by 24 h; (-) for skin sensitization in a
mouse local lymph node assay at 20% ai

Ecotox:
Test Organism| Test [Test End Predicted Measured Comments
Type [Point
fish| 96-h LC50 3.6
daphnid| 48-h LC50 14
green algal| 96-h EC50 1.6
fish _ chronic value 0.20
daphnid _ chronic 0.99
value
algal _ chronic 0.43
value
Sewage Sludge| 3-h EC50 _
Sewage Sludge _ Chronic _
Value

Ecotox Values Comments: Predictions are based on SARs for polycationic polymers with
amine-N; SAR chemical class = polymer-cationic JJjjjjjfj amine-N; Mw

<1000 and- < 500; -; effective concentrations based on 100% active ingredients and
nominal concentrations; hardness <180.0 mg/L as CaCO3; and TOC <2.0 mg/L;

significant mitigation of toxicity expected in the presence of 10 mg TOC/L, i.e., ~17 times;

high concern for the to wild mammals and birds based on
mammalian test data for mammals for




Factors

Values

Comments

Assessment Factor

10

Concentration of Concern
(ppb)

340

with mitigation

SARs

polycationic polymers

SAR Class

polymer-cationic amine
nitrogen

Ecotox Category

new chemicals category: polycationic
polymers

Ecotox Factors Comments:

SAT Chair: L Keifer 564-8916




Focus Report
New Chemicals Program
PMN Number: P-11-0093

Focus Date: 01/03/2011 12:00:00 AM Report Status: Completed
Consolidated Set: P-11-0091; P-11-0092; P-11-0093

Focus Chair: Jim Alwood Contractor: Christina Stanley
I._Notice Information

Submitter: CAS Number:
Chemical Name:

Use:

Other Uses:

PV-Max:

Manufacture: Import: X

Il. SAT Results

(1) Health Rating: 1-2 Eco Rating: 2 Comments:  PMN;mitigation of toxicity expecte
i.e., ~17x

(2) Health Rating: 2 Eco Rating: 3 Comments: Potential Incineration/degradation p
concern for toxicity of incomplete
incineration products to terrestrial
organisms

Occupational: 2-3D Non-Occupational: Environmental: 2

(1) PBT:3 1 1 Comments: PMN

(2) PBT:3 2 2 Comments: Incin Pdt

(3) PBT: 3 2 2 Comments:

(4) PBT: 3 2 2 Comments:

(5) PBT: 3 2 2 Comments:

Il. OTHER FACTORS

Categories:

Health Chemical Category: Perfluoro Containing Chemicals Ecotox SARand  pollycationic polymers;

Category: Polycationic Polymers

Related Cases/Regulatory History:

Health related Cases: ]

Ecotox Related Cases: Analogs: [ G

Regulatory History:

I GRANTED WITH CONDITION

MSDS/Label Information:

MSDS: Yes Label: No

General Equipment: impervious gloves/ safety glasses or coverall chemical splash goggles / Use only in area provided

with appropriate exhaust ventilation.



Respirator: In case of mist, spray or aerosol exposure wear suitable personal respiratory protection and
protective suit.

Health Effects: Inhalation of aerosol or fine spray mist may cause serious respiratory problems / No skin or eye
irritation.

TLV/PEL (PMN or raw - none established.

material):

Exposure Based Information:
Exposure Based Review: N
Exposure Based Review (Eco): N
Exposure Based Review

(Non Occupatuional):

Exposure Based Review (Health): N
Exposure Based (Occupational): No
Exposure Based (Environmental):

IV. Summary of SAT Assessment

Fate:
Fate Summary:

Health:

Health Summary:

Test Data:

Ecotox:
Ecotox Values:
Fish 96-h LC50:
Daphnid 48-h LC50:
Green algal 96-h EC50:
Fish Chronic Value:
Daphnid ChV:
Algal ChV:

Ecotox values comments:

P-11-0091-93

FATE: MW = || < 500 and ] < 1000

S = Disp.

VP < 1.0E-6 torr at 25 C (E)

BP > 400 C (E)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption

Time for complete ultimate aerobic biodeg > mo
Sorption to soils/sediments = v.strong

PBT Potential: PMN P3B1; Incin Pdt P3B2
*CEB FATE: Migration to ground water = negl|

Absorption is nil all routes based on physical/chemical properties. There is concern for lung
toxicity from cationic binding to lung membranes.

For the potential incomplete incineration/environmental degradation product, based on test data
for the analogue concerns are liver toxicity, blood toxicity, and male
reproductive toxicity [rat 28-day oral NOAEL =50 mg/kg, LOAEL = 150 mg/kg with liver
toxicity; rat 90-day oral LOAEL = 10 mg/kg based on decreased body weight in males at all doses
and liver toxicity and anemia at 200 mg/kg; there were toxic effects on the testes in 2 males in the
90-day oral study that were judged by the reviewer to be indicative of the potential for male
reproductive toxicity. There is also concern for immunosuppression and oncogenicity based on
data fo .

P11-0091: (-) Salmonella with and without activation; (-) E. coli with and without activation; rat
oral LDO = 5000 mg/kg; slight eye irritation in rabbits, cleared by 48 h; slight skin irritation in
rabbits, cleared by 24 h; (-) for skin sensitization in a mouse local lymph node assay at 20% ai

3.6(P)
14(P)
1.6(P)
0.20(P)
0.99(P)
0.43(P)

Predictions are based on SARs for polycationic polymers with amine-N; SAR chemical
class = polymer-cationic JJJjjjjj amine-N; Mw <1000 and [ < 500; |l
effective concentrations based on 100% active ingredients and nominal concentrations; hardness
<180.0 mg/L as CaCO3; and TOC <2.0 mg/L;

significant mitigation of toxicity expected in the presence of 10 mg TOC/L, i.e., ~17 times;



high concern for th to wild mammals and birds based on
mammalian test data for mammals for .

Assessment Factor: 10
Concern Concentration: 340
- Chronic Value

Ecotox Factors:



V. Summary of Exposures/Releases
Engineering Summary: P-11-0093

Exposures/Releases
Scenario

Sites
Media

Descriptor A High End

Conservative

Quantity A (Release = kg/site/day; Exposure -
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type

Engineering Summary: Release
Exposures/Releases
Scenario

Release

Release

Sites
Media

Descriptor A

High End

Output 2

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers

Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0093

Exposures/Releases
Scenario

Sites
Media

Descriptor A Conservative

Quantity A (Release = kg/site/day; Exposure -
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

Conservative

Workers
Exposure Type

Engineering Summary: Release Release Release
Exposures/Releases

Scenario

Sites
Media
Descriptor A Conservative
Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0093

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From I

Workers

Exposure Type

Engineering Summary: Release
Exposures/Releases
Scenario

Release

Release

Sites
Media
Descriptor A Conservative

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers

Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0093

Exposures/Releases
Scenario

Sites
Media

Descriptor A Conservative Output 2

Quantity A (Release = kg/site/day; Exposure - -

= mg/day)
Frequency A (day/year) | |
Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)
Frequency B (day/year)

From P

Workers
Exposure Type

Engineering Summary: Release Release Exposure
Exposures/Releases

Scenario

Sites
Media

Descriptor A Output 2 Conservative High End

Quantity A (Release = kg/site/day; Exposure [} I I

= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From e
\Workers
Exposure Type




V. Summary of Exposures/Releases

Engineering Summary: P-11-0093

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type

Engineering Summary:
Exposures/Releases
Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0093

Exposures/Releases
Scenario

Sites

Media

Descriptor A

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

From

Workers
Exposure Type

Engineering Summary:
Exposures/Releases
Scenario

Sites
Media
Descriptor A

Quantity A (Release = kg/site/day; Exposure [}
= mg/day)

Frequency A (day/year)

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)

—— T ..
\Workers
Exposure Type




V. Summary of Exposures/Releases
Engineering Summary: P-11-0093

Exposures/Releases

Scenario

Sites

Media

Descriptor A

Upper Bound

Quantity A (Release = kg/site/day; Exposure
= mg/day)

Frequency A (day/year) [ |

Descriptor B

Quantity B (Release = kg/site/day; Exposure
= mg/day)

Frequency B (day/year)
From

Workers

Exposure Type [ ]




V1. Focus Decision and Rationale

Regulatory Actions
Regulatory Decision:
Type of Decision:

Rationale:

PMN Standard Review Decision Date:  01/03/2011

P11-0091-0093 will be placed in standard review to examine potential human
health risks to workers and consumers from ||| potymers with JJjj

, and PBT concerns for they hydrolysis product. Human health
concerns were low-moderate for the PMN substances and moderate for the
degradation product. Human health risks fron il include
immunotoxicity and developmental/reproductive effects. Ecotoxicity concerns
were moderate for the PMN substance and high for the hydrolysis product for
terrestrial species. These risks were mitigated due to no chronic exceedance
for the 320 ppb chronic COC and no exceedance of the 6,375 ppb acute COC.
The standard review will consist of a team, schedule and TIl. The PBT score
for the PMN substances is P3B2T1 and P3B2T2 for they hydrolysis product.

COC’s: 320 ppb chronic, 6,375 ppb acute

Summary of Exposures and Releases:

L
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P2 Rec Comments:
Testing:

Final Recommended:
Health:
Eco:
Fate:
Other:




SAT Report
PMN Number: P-11-0093
SAT Date: 12/17/2010
Print Date: 3/13/2015

Related cases: -

Health related cases:

Ecotox related cases: - Analogs: ||| G

Concern levels:

Type of Concern: Health Eco Comments

Level of Concern: 1-2 2 Health: PMN ; Eco: mitigation of toxicity expected, i.e., ~17x
2 3 Health: Potential Incineration/degradation product ; Eco: concern for toxit

incomplete incineration products to terrestrial organisms

Persistence Bioaccum Toxicity Comments
3 1 1 PMN
3 2 2 Incin Pdt

Exposure Based Review:

Health: No
Ecotox: No
Routes of exposure: Health: Dermal Inhalation
Ecotox: All releases to water
Fate: ;
Keywords:

Keywords: LUNG

Summary of Assessment:

Fate:
Fate Summary: P-11-0091-93

FATE: MW = || < 500 and i} < 1000

S = Disp.

VP < 1.0E-6 torr at 25 C (E)

BP > 400 C (E)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption

Time for complete ultimate aerobic biodeg > mo



Sorption to soils/sediments = v.strong
PBT Potential: PMN P3B1; Incin Pdt P3B2
*CEB FATE: Migration to ground water = negl

Health:

Health Summary: Absorption is nil all routes based on physical/chemical
properties. There is concern for lung toxicity from cationic binding to lung membranes.

For the potential incomplete incineration/environmental degradation product, based on test data
for the analogue concerns are liver toxicity, blood toxicity, and male
reproductive toxicity [rat 28-day oral NOAEL =50 mg/kg, LOAEL = 150 mg/kg with liver
toxicity; rat 90-day oral LOAEL = 10 mg/kg based on decreased body weight in males at all
doses and liver toxicity and anemia at 200 mg/kg; there were toxic effects on the testes in 2
males in the 90-day oral study that were judged by the reviewer to be indicative of the potential
for male reproductive toxicity. There is also concern for immunosuppression and oncogenicity
based on data for

Test Data: P11-0091: (-) Salmonella with and without activation; (-)
E. coli with and without activation; rat oral LDO = 5000 mg/kg; slight eye irritation in rabbits,
cleared by 48 h; slight skin irritation in rabbits, cleared by 24 h; (-) for skin sensitization in a
mouse local lymph node assay at 20% ai

Ecotox:
Test Organism| Test [Test End Predicted Measured Comments
Type [Point
fish| 96-h LC50 3.6
daphnid| 48-h LC50 14
green algal| 96-h EC50 1.6
fish _ chronic value 0.20
daphnid _ chronic 0.99
value
algal _ chronic 0.43
value
Sewage Sludge| 3-h EC50 _
Sewage Sludge _ Chronic _
Value

Ecotox Values Comments: Predictions are based on SARs for polycationic polymers with
amine-N; SAR chemical class = polymer-cationic JJjjjjjfj amine-N; Mw

<1000 and- < 500; -; effective concentrations based on 100% active ingredients and
nominal concentrations; hardness <180.0 mg/L as CaCO3; and TOC <2.0 mg/L;

significant mitigation of toxicity expected in the presence of 10 mg TOC/L, i.e., ~17 times;

high concern for the to wild mammals and birds based on
mammalian test data for mammals for .




Factors

Values

Comments

Assessment Factor

10

Concentration of Concern
(ppb)

340

with mitigation

SARs

pollycationic polymers

SAR Class

polymer-cationi amine
nitrogen

Ecotox Category

new chemicals category: polycationic
polymers

Ecotox Factors Comments:

SAT Chair: L Keifer 564-8916
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1. INTRODUCTIOR

Under the authority of § 5(¢} of the Toxic Substances Control Act ("TSCA™) (15 US.C.
2604(e)), the Environmental Protection Agency ("EPA" or "the Agency") issues the attached
Order, regarding three premanufactute notices ("PMNs") P-11-91, 92, and 93 for the chemical

substances P-11-91-- [
I; P-11-92-[
I; and P-11-93-

] (e “PMN substances™) submitted by [
‘ 1 {“tﬁe Company™), o take effect upon expiration of the PMN review
periéd. The Company submatted the PMN to E}-’A..pursuant 0§ 5@{1) of TSCA and 40 CFR

Part 720.

Under § 15 of T‘SCA, it is nnlawfol for aﬁy person to fail or refuse to co;ﬁply with any
provision of § 5 or any order issued under § 5. Viola{ors may be subject to varicus penalties and
~to both criminal and civﬂ liability pursuant fo § 16, an_d to specific enforcement and seizure
pursnant 1o § 1"?. In ..dditi‘ou, ghemical sobstances subj.éct’_ ’;o an Order igsued ﬁndar § 5of TSCA,

such as this one, afe subject to the § 12(b) export notice requirernent.



jv ‘
T, SUMMARY OF TERMS OF THE ORDER
The Consent Order for these three PMN substences requirss the Company to:

{a) submit tc FPA zertain fiored environmenial fate and physical/chemical testing on the PMN '

su%;stam:e, Po1191 atleast T4 weeke before manufechnitg or importing 4 fotal ﬁf f 1
kilograms (kgs), | ] tgs, and | - kgs of the PMN substunces;

_ {b) anslyze and report to EPA | T* impuritics;

' {0} not excesd the mammum cetablished levels 0T | ' | } fmpavities; and

() rabintsin cerain tecords.
Althongh 2 Consent Order for Countract Manufaciurer is not attached to extend the
mquirsiﬁmts in this Order fo an id&nﬁﬁaﬂ Csﬁtsast.hianufachmr* the Company may 1ss 2
Cﬂnﬁ:‘a& Manufactorer in the futuye, i€ a modification of this Order to add & Consant Order for a
Q;:&mam: Mannafactorer is approved and signed by EPA_aﬁd signaai by the Coniract Mummfacturer,
Thiz Conseni Order Eﬁtabliﬁ-‘;ﬂ.'&‘& the req_ﬁﬁfe:umts for thé Cam'pan'y _ir'f a Conteach Manufa&m
marsifactures tﬁe PMIM substances. Prior to uﬁng 5 Cor:'tt-rant Msnufactﬁxer-, the Gﬂxﬁpany st
submit 1o EFA the Can?:rabt Manufam identity and other mamifasturing §mass, and
 expostre, and release information concerning the Contract Manufacﬁnﬁ The Conirast
?vianufaz:mmr would be reguired to kesp records of ﬁumltitiﬁ mamnfachred, but the Company

must subiiit 0 EPA the rennired testing.

%45 used in both the Preawsbls and Consent Ordsy of this docament, the tsrms | 1
mean | 1 , ‘
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I CONTENTS OF PMNS
By signing this Order; the Cempaﬁy rapreéenté that it has carcfully reviewed this
document and agre&é that all information hersin tha’; is claimeéd as confidential by the Company ‘
is cérrec—tly identified within brackets and that any informaﬁop that is not bfackf:ted is no;c
cl_aimed as confidential. | To'makeé this document available fbr'pﬁbiic viewing, EPA will remove

only information cosnitained within the brackets.

Confidential Business Information Claims (Bracketed in the Preamble and Order): company
identity, specific chemical identity, production volumes, inénﬁfacmﬂng process, ;imcessing, and
ﬁsc information, and other informafion" :

_Chsmical Tdentities:

Specifie: P-11-91-]
I ?—11-?2-- |
]; and P—H—?é——[
]

Generic: Fluorinated Acrylic Alkylamino Copolymer

Use: Specific: |



- Vi

]

Generic use: Oil and water repellent and release agent

- Maximuom 12-Month Production Volume: [ ‘ Jkgs

Test Data Submitted with PMN arid Dﬁr}ﬁg the Review Period and previcusly by this Company

/ (Many acronyms a.re'subsaqu@ﬂy explaing:‘d more f;llly in section IV belvew where the résu,lts of
the studies are discussed): |

i’ul 1-91: {' | ] nmﬂber_s refer to different fmmulétions that include the PMN
Q:sl_lbstm;;e:. acute inhalation zad acute inhalation study with histopathy {Approximate Lethal
Congentratioﬂ, ALC); rat actte oral LD34, eye and skm {ﬁitaiion;-skin sensiﬁ%atian-@cal

Lymph Node Assay (LLNA); mutagenicity in Salmonella and . Coli; and acute 48-hr Daphnia

 study,
| Toxicity Studies on [ _ . o Eo
-'{V 11560 -24748:] | Screening it}eDcser Oré]. Gavage Sr‘fudyin
fﬂig; J-18510 ' ]: Ecpeaie'{i Dose Oral Toxicity Two-Week

Gavage Study 3 volumes; Repeated dose, 90-day Study with Reproductive Screen

IV. EPA’S ASSESSMENT OF EXPOSURE AND RISK
" The following are EPA’s predi'ctioﬁs regarding the probable toxicity, human ex;;}osure
and environmental felease of the PMN _ substénces,_ based on the ij:k_formation cwrtently available

to the Agency.



vii

Human Heajth Eﬁ'evts and Fate Summarv, BPA L § concems for potential incineration or other-

dec&mpesﬁlon products of the P‘m substances. EPA also hd.s concerns for the PMN qubsf,am,es
that wader some conditions of use-- particularly non-industrial, commercial, or CONSUMET BSe—

- could cduse hung effeots, based on limited data on some perﬂuoﬁnated compounds. EPA
required the Company to perform an Acui;e-ﬁahalaﬁdu stady before manufactare to test"Whéthe_r '
:thesé s,ubstancas.c.:auséd hung effects. An- Acute Inhalation stady in rais‘en a formulation ;}f P-
11-91 was conducted over a 4-hour exposure period. The doses for the study were 1.2 and 2.0
mg/L. No deaths were seen eﬁ s‘he.se.mnceﬁ&'aﬁans} . The approximate lethal cﬂﬁceﬁﬁatieﬂ _ '

- {ALC) was 6stimaié‘(i to be greater than 2.0 mg/L (2000 mg/m3). The ALC is consistent with a
"low concern for acute ithalation toxieity. | |

. EPA expects’ that the PMHN sabsté.ﬁcaé will deg;‘ade based on [

Bt Tle PMN substances may degrade 10 { ' . - Ny
Basad on information suhﬂﬁtt.ed to EPA during the PI;fiN Teview peﬁod, the PMN substan_ces
:haye [ o - o | - 1. éPA has agresd that

for routine; analysis, the Cé)mpany may ana‘lff'ze'the- starting material, the | 1 for the
following analytes; | |

1. The Co@aﬁy will also annuéﬂy analyze
tﬁe q‘iamng material, | ] for perfluercostancic acid (PFOA), including ss stablishing
calibration curves where the LOQ isri | }. However, at initial manufacture and at least
annually @ereaﬁw the éompapy has agreed to analyze repre:sentativ’e samp}es of the “Initially

 Isolated Formulations”of the final formulation of the PMN substances “Tnitially Iso]ateﬁ '

Formulations” is defined 1n the Deﬁnﬂ:onu section of this (‘onsex:tt Order (Attaﬁhment Aj.
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The Company will continue to work towards reducing the maximum amount of

impurities [ .. During commercial production,

- these impurities are produced partly by | [

] the Company has agreed to seck ways 16 minimize these imparities. The

Company, in consultation with EPA, has agreed to .

1. The Company is also

evaluating other chemical hanagement steps, which include |

1. To further document and control the actual
contamination and efforts to reduce the impu_rity 1evels, the Company will limit the maximum

impurity levels in the starting material, | T not t«:ﬁé}(@aﬁeéﬁ the cuf:eﬁﬂ:y atiainable

| levels (sec Tables 1 and 2 in the Chemical Synthesis and Composition section of the attached
Consent Order), and will report the various impurities |
] annually.
EPA 1s concerned that these peiﬂuorinated degradation products may be released to the
: e_z:z-viroﬁmeﬂt from imemplé’t@- mcmerab on of the PN substances at low temp.ci*atﬁxes, EPA has
preliminary evidenee, including data on other | 1, that suggests that, under
somé conditions, the PMN substances could degrade in the environment. EPA has conceins that

these degradation products will persist in the environment, could bicaccumulate or biomagnify,

and could be toxic (PBT) to people, wild mammals, and birds based on data on anajog chemicals,



including PFCA and | 1. The presumed perflucrinated
degradants for these PMN substances include | 1. There is limited toxicological datain -
animals on | o precursors, which is summarized below.

PFOA s fe}:peéted to persist for years in the environment. Biodsg‘radation and photolysis
tests of analogous substances indicate little or no,bio&egrédaﬁdn or photolysis of perfluoroalkyl
-compﬂunds. Bioaccumulation concerns are based on the measured présence of certain
pefﬂuéroaikyl c@mpﬁunds, including PFOA, in wildlife and in human blood samples. Taxicity'
. sindies on PFGA indicate d’evslﬁ;ﬁmsnéal, reproductive and systemic wxicﬁy .in_ various species.
Cancer méy also be of mﬁcma ‘These factors, taken together, raise coﬁcems for ﬁ)otenﬁél

adverse chronic effects in humans and w-ild_life; For additional information about PFOA, consult

the FPA regulatory docket at OPPT-2003-001 2. Additional information abouﬁ PFOA, {' 1

- and other p.erﬂugrinated substances may alse be found in the Administrative Record far PFOS,

PFOA, and Telomers and Related Chemicals @R—ZE@)_ Adminisirative Record (AR-226) is not
currently available online, but copies can be requested on CD-ROM from the EPA Docket office

by calling 202/566-0280 or sending an email request toroppt-ncic@epa.gév. '

Limited toxicelogical, :*;z:ef)le:}g,ical2 and fate data now exist on | ] and some of the -
[ ]-derived polymers and other substances; see the PMN docket for data for these speeific
PMNs. A pharmacokinetics study on [ - ) 1 and for coniparison perfiuorobutane sulfonate

(PFBS) in the cynomolgus menkey was submitted previously. This study indicates that the
 serum half-life of | -]. in these monkeys is less than 24 hours, whereas the half-life of '

PFOA in monkeys is 20.9 days in femalé fmonkeys, 32.6 days in malé 'monkcys_,. and 3.8 years in

humans. Another company also cenducted a pharmacokinetics study on ]in rats that
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showed a serum half-life of one hour or less. _\ 'i‘heée data and aésessments support tﬁe j
assessment ereduc'ehd bioac;cﬁr-nulat.io.ﬁ- 0f { - } reia’ti;ve to PFOA.
The Company subjéct to this Consent Ordc% has conducted a 90-day Vstu‘dj-,r with a
reproductive screen on | 1. Dose levels for this stu&}f were 9, 20, 100,
| aad 500 mg/kg/day. EPA reccived this study at the éﬁd of July 2007. ﬁPA review of this si:udy
conr‘lﬁded that a ro-observed adverse effect level (N0 AEL} was not established in this vtudy for
, qystemw effects. There were numercus effeccs at 100 and 500 mg/kg/ éay on nasal tlssue Hver,
and ﬁ:yfmds and at 500 mgfkﬁfday on body weight, the red blcad cn]] system, clotting, and the
k:ldn-sy The EPA reviewer c,{mcluded that although not cieaﬂ} dose related, the elevation of two
markers for liver tomultv across all treated gmups of malesin Jlmca} chemigtry, and the ﬁﬁdmg
.of focal necrosis in the lver across all freated nguPs of males, as w;:ll as, in treated r?covery
males, and the abserice of this result in the émﬂ;tmlrs, leads to the conclusion that no NOAEL ‘was
gf:hie”\}ed; . |
For the one-gcnéraﬁon réproductive toywﬁy study component of this study, the -
cpmduciwe toxicity NGAEL is 500 mgfkg/day (the highest dose tested) The systemic tcsxmtjr
NQAEL for P1 rats was 20 mg/kg/day based on decreased body weights/body weight gains at |
100 and -S‘GO mgfkgfday. The systemic toxicily }IOAEL for F1 adulis iskl 00 mg/kg/day based on
reduced body weights/bedy weight gains and reduced food consomption at 500 mg/kg/day. The
‘devélopmental toxic,ity NOAEL for F1 pups was 100 méfkg[day Ba‘sed on decreased pup \x;eights
at SGC mgfkgfdaj.' The rais (P1 geﬁeration‘ 20 /sex/group) Werc administered gavage doses of 0,
.20 140 or 500 mc/kg/day for 70 days p“e—maﬁng, and then mated for a2 maximum of 2 weeks to

produce 1 httcr Dosing was contmued during matmg, gestanen and iactamn
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In addition, in 2005, anothér company conducted a Combined Repeated-Dose Toxicity

- Study with Reproéuctioﬁ]ﬁ)‘avelepmcntal- Screening Test, (OECD 422) in vats for | Jand
| the[ - ]. The BPA revisw of these subchronic and reproductive data on | Jand
the | | contcluded that for [ - '] mo reproductive effects were séen at any dose.

Dose levels were 50, 150, and 450/300 mg/kg/day {450 was reduced to 300 iz the study on day 4
because of toxicity). However, systemic cffects—primarﬂfy liver effects--wete seen. EPA review

places the NOAEL fér ] at 50 mg/kg/day. For the [ ], thc doses were 25,

75, and 225 m gfkc/day For systemic effects, no NOAEL was achieved Wf[h the Lowest-

75,
Obsarved ékdve:fsﬁ Effect Level (LOAEL) at 25 mg/kg/day. For raprﬁductwe or deVelopmen’ial
effects, the NOAEL is 75 mg/kg/day and the LO_AEL is '2725 mg/kg/day. |
* In 2006, another .compr_aﬁy submitted a $0-day i31'2:,1 I{speatéd Dose ;Tfoxicitjf Sm&y

{OECD 408) for | ]. Dose levels for this stady were 0 (vehiiele control), 10, 50, 6t :).,'aé'
mg/kg/day and wers based on thie previous Combined Study {{}ECD 4223, ERA %ﬁeﬁ set the
Lowest- Bffect Level (LOEL) or LOAEL at 10 mg/kg/day, based on the body weight gainbeing
lowsr in all treated groups of males. There was treatment-related ‘coxicity in the Eivéz_’ and thered
blood cell @fstaré (anemiaj in males at Zﬂﬁ.mg&g/&éy. There was als_é increased peroxisomal
beta oxidation activity at this dose level. Hepatotoxicity and pero};isoﬁaai beta oxidation a;;tivity
have als :.;“ béen seen In shadies on PFC | |

The s @ﬁcance of the ﬁﬁd-ing of a benign brain tumor (astrocytomay in one male rat in
the high dosc group is not clear. Itis not the type of tumor normally associated with PEGA-typﬁ
compounds, is not a rare tumor, and may be mcldental Abnormal histopathologv was observed

in the testes (2 males) and epidldymﬁea {1 male} at 200 mg/kgfda} and is.a sign of concern for .
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male reproductive toxicity. Further testjz-ag_r should investigate male reproductive effects. From
this stu&y,r the. pot‘eﬁﬁal for immunotoxic effects is low. Theré have b@én some studies showing
im:.;;iunotoxic eifects from PFOA. Any investigation of mmmunotoxic effects should await ﬂia
-corrobqraﬁve tesﬁpg now being conducted by EPA, Office of Rcsearéh am;l Development. Th‘ére
- were 1o clinical signs of; neu:"mtoxiéity a_x;zd tﬁere wr::rerno treatment-rel atéd effects_ m tﬁe'
fanctional qbse:rvatioﬁ battery or motor behavior.

Another 90-day study has been éubmiﬁed. to EPA on | ~]. EPA feview of)that
study concluded fhat blood and liver eﬁ‘e&s were séen_ at the highest dose. TEJ'S study had
comﬁarable ééses with the éthet studies. |

- EPA received a Chronic Toxicitjf/Ca;rcinogenicjty study on PFHxA in 201 1.

- These and othéf data indicate a different and less toxic ffoﬁle for | 1 (a presumed
environmental &egra;daﬁt of the PMN substances) than for PFOA. However, based én: (I) the
persistence of | :] " (2) potential éltsrmediate fate fjroducts; and, (3 ) the Poééibﬂity or

, lil{:eliﬁot)d that this substance mé.y beused asa _mag:or substitute for sorne uses o-f PFOA, EPA

- believes that more information is needed on the toxicity of | 1 and possibly other

environmental degradants, and the fate and physical/chemical properties of ]-derived or -

. related polymefé in the enviropment. .

EPA salso believes tha:a addifional reproductive and_long—term toxicological testing on
i 1in animals is warranted. To this end, fhe Contpany has conducted a 90-day Repeated
];);J,ée Study With i{eprodﬁctive- Saepﬁ. EPA expects that a modified reproductive fest (OECD
421, modified) will be conducted by aﬁothe’r company: The modifications for the reproductive
~test include: (1) increase the parental sample size to 20; (2) the duration of the étad_y should be
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axtenéad to until the pups have reached sexual matoration; (3) parental males should be dosed

for 10 weeks prior to mating; (4) dosing of the pavental animals should be continmed through

 {actation and then the pups should be directly dosed until they ;Teéch sexual maturation; (5) pup

body Wcsight skiould be recorded on lactation dﬁ}":ﬁ; 0,4,7, 14, and 21, and then at weekly

_ intarvéls, (6) Hitter size can be standardized tor 4 pups/litter on la;::ta,tioﬂ day 4 (nyﬁonai)i (7} at a

| Wéaxsmg one pup/sex/litter éan be randomly selected to foﬂqw until sexual ma‘ruratiéﬁ; and (8} ~
the time of -sexual matnation should be recorded {i.c. vaginal épeﬁng‘ and preputial separation).
EPA ﬁxpécts_ fha‘i’ ancther compaﬁy will also condﬁcf. a Combine{i Carcinogeiicity/Chronie
Toxiéify test (C‘PPTS 870.4300/CECD 453). An avian reproduction test {bobwhits quail)
{GECD 206y will also be conducted by anot’ﬂ& company. EPA may still seek addiﬁt}nal_ ayian
repmdﬁcﬁ:ién testing (OECD 206) in rmaliar‘d ducks. In addition, comparative data, especially on
the phz;rmé;ﬁkjneﬁcs of | ] and other pgrﬂuéﬁﬁated su;os%a:pcﬁ;' %viii:EE éaveloped by

testing of the National Toxicology Program (NTP) in the so-called Perfluctinated Compi}uﬁds_

Class Stady,

Environmental Effects Sumﬁlgﬁ_ : BPA cxpects the PMN substances or the degadants to be
kighly pﬁrs?isma:. | | |

The (iompany‘conducted testing on daphnia.eg a formuiation of P-11-91 1.
EPA reviewed the study. No effects were seen at the highest dese tested. Based on ECOSAR.
prcdicﬁohs for | ] poiyﬁlers with a certain p&cﬁmtage of ammine ni&ogeﬁ, EPA determined

a concentration of concern (CCC) at 320 ppb. No release predictions excesded this COC.



the environment and has a Jong bicretention time in varjous species.

RV
In addition, there is hlgh concern for poésible envirommental effects from the potential
pe:t.’sisteﬁt degradation product - 1 As stated previously, the analog PF;{)A is p-ersiStent in
It has been detected in a

number of species of wildlife, includi_ng marine mammals. It is toxic to mammalian and other

The presence in the envzmmnent and Loxzcologlca] proPemes of PFOA continue to be

3pe_cies
mvestigated. Some Ilmted acute ecotomcolo gical effects data exist on | ] in ﬁsh,
daphma, and al gae, EPA believes development of addltlonal chronic data on [ ]is

Warranted. These studies are bemg conducted by other companies.

Exposure and Environmental Release Sumniary: Thermal and simulated incineration testing

exists on some related polymers. This testing indicates that incomplete incineration products are

formed at lower mcmeratzon temperamres Modified Za]:m Wellens and Selm Conhnuous

Acﬁvated Sludge (SCAS) blodegradaﬁon tests have been conducted on some related poiymers

EPA has determined that some reIated polymers degrade, whi—léfanother did not show signs of-

degradation during the time frame of the test. EPA has receiVed and reviewed test data showing

t

thax certain polymers w1th perﬂuoroalkyl sub stltuents degrade to form pe:rﬂuoroalkyl containing

mtermedlates and perﬂuoroalkyl oontammg organic acids. EPA expects that these PMN

substa.nses will degra“

The PMN substances are expected to be imported. The PMN substances wilf be used as -
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' During use at many sites, releases could be to water or landfill or to air via inciheraﬁon.

Commercial use could be by{ I3 Occupatloual exposures are dermal and

7mhalatmn. The Company Material Safety Data Sheet (MSDS) reoommends impervious gloves
- and NIOSH-certified respirators where ‘_:here is potential for airbomne exposur%. :
Consumer exposure will be dermal, exécp_t there is a possibility of conjmem;al éndl
consemer spray i;se. EPA doeé not expect a 51g1nﬁcant risk from spray use.of the tested

formulation.

V. EPA’S CONCLUSIONS OF LAW

* The following ﬁndiﬁgs' constifite 'the.bésis' of the Consent Ordef:
(a) EPA is unable to determine the potential for human hsaltﬁ and en\:ri;onmf;ntal effects from
exposur;e fo t-ﬁe PMN substances and potential degradation pro‘ducts.r EPA _theféfore conchudes,
pursuant to § 5 (X 1){(AXi) of TSCA, that the informaﬁog availab;le to the Agency is insufficient
to permit a reésonéd’ evaluation of the human health and envirénmentai effects of the PMN

subgta;lces and potential de gradation products.

b3 In Hght of the petential msk Of h“mau ‘m alth and %Wuemcntd effects posed by the
uncontrolled manufacture, import, i)rocessing, distribution in com.fnerce? usé, and disposal of the
PMN sithstances, EPA has concluded, pursoant to § 5(6)(1){A)(i§)(1) of T SCA,_ that uncontro]lcd

1hanufacture, import, processing, distribution in commerce, use, and disposal of the PMN

substances may present an unreasonable risk of injury to human health _and the environment.
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{c) In I?ght of the estimated production volﬁme oﬁ ‘and haman exposure to the PMN éubsténces
and potential degradaﬁoﬁ products, EPA has ﬁzrthe:f cpﬂcludéd, pursuant to L
§ S(e}(.]_)(ﬁ}{ii}@ of TSCA, that the PI@ substances will be produéed in substantial qlggnliﬁes' )
and may reasonably be anti cipatéd to enter the environment in substantial quantities, a;nd jthctc
may b significant (or substantial) huinan exposure to ’V[hrﬁ substance and potential degradation

pfoduéts.

V1. [NFORMATION REGUIRED TO EVALUATE HUMAN HEALYE AND

ENVIRONVMENTAL EFFECTS

Tﬁgge'reé Testing. The Order prohibits the Company from ex,ceediﬁg specified

production volumes unless the Céﬁlpany submits the information deséﬁbe;d in the Testing section
of this Order in écm,rdance with the conditions and test substance spsciﬁﬁ:d in the Testing
section, The phfsical-properﬁef; of the PMN substances. and target analytsérpfééenf ‘gechnidai
chailenge% in cé.ﬁductiilg the required testing-.r EPA will review su‘ﬁn}jt‘ced protocols in & timely
fashion as stated in the Consent Order an& providé additional relevant information and input to
the extent that it is_ known and not claimed confidential by other compaxiéé. |

, P.;-nciing Testing, The Order does pot require submission of the foiiowiné information at
anf épeciﬁed time or production valume. However, ﬂlé} Order;s restrictions on m@ufact@:,-
import, proéessing, distn'bution in commerce, use, and disposal of the PMN substances will -
r@maiﬁ in effect until tﬁe Order ismadiﬁed or revoked by FPA based on submission of the:

following or other relevant information.
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| EPA cxpects that protocols would be submitted prior to any additional toxicological
‘testing zequﬁ@d ;.mder this Consent Order. Due to the limited water solubility of some nf ‘&EES‘E-
substances and consequent analytical difficulties, some m{}diﬁca;ﬁon_ of the protocoels may be

necessary. These and other modifications will be agreed upon between EP A and the Company. '

(1) Becanse some concerns for the PMN substances are based on analogy between

| Jand PFOA, and because| _  ]is apotential ultimate degradation product of the
PMN substances, the following additional informationon | ] would be necessary o

evaluate ’ihs, haman health and en*&:imgmenf;a} effects which may be cansed by the PMN .
substances: a modified I-genafaticm reproduction study i rafs ér-mice: (éECD Gﬁideiine 421
modiﬁad as stated earlier in thé Préamblé) or other repréducﬁcn tes_;tin g in animals that addresses
cﬂncms,raised in other tesfing_ on{’ I ;’a,_ combined chronic :tsxici*a'/carcinageﬂjcigr {est in
Sprague Da‘;‘;fieg‘_;f tats (OECD Guidéline '453};— aﬁ.d an avian reproduction test ((}ECD Guideline |

. 206} in inallard aﬁcks. o |

{2} Information on irhalation t:‘}:;rioolégy if the substance were to be sprayed by

] or sold for spraf appiiéaﬁoﬁ use by consumers

| where use might be typically repeateﬁ in a chronic mannor. This could inctude 2 repeated dose
inhalation study with a ;c-, vmhg.ahcoia.r lavage ccjmpﬂz;.eni. and sﬁ.r::.cial alttention to
histopathology (inflammation énd cell proliferation) or other relevant information. Based on

current expected use, no additional mammalian toxicology testing is recommended for this

exposure via mhalation,



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
AND FOLLUTION PREVENTION

'CONSENT ORDER

1. SCOPE OF APPLICABILITY AND EXEMPTIONS
{a) Scope. The requirements of this Order apply to all ponﬁhercial manufacturing, processing,

distribution in coinmerce, use and dj.spnsa} of the followiﬂg three chemical substances: [ -
IP-11-91; |

1

11-92; and [ -

] P-11-93, (the “PMN substances”) in the United States by [

1 (“the Company”), except to the extent that those activities are exempted by paragraph

(b)-

(b) Exemptions. Manufacturing of the PMN substances is exempt fromn the requirements of this
. Order (¢xcept the requirements in the Recordkeeping and Successor Liability Upon Transfer Of

Consent Order sections) only to the extent that (1) these activities are conducted in full

~ ==eerinlemet Address (URL) - hitpifwwwepagev )
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compliapce with all applicable requirements of the fcllowing exemptions, and (2} such
wrﬁph’a.ncler is documented by apprebfiate record kaéﬁmg as Tequired in the Recordkeeping section
ofthis Order.

(1) Export: Until the Company begins cemmerciai manufacture of the PMN subs;.taﬁces ‘
for use in fhe Umted Stazes the reqmrements of ﬂllb Order d@ not &ppl‘ to manufacture,
pro;ales-smg; or distribution in commerce of the PMN mbstances scleiy for export in accordanc&
with TSCA §12(a) and {b), 40 CFR 720.3(s) and 40 CFR Part 707. However, once the Company
baé"in.s to méﬁuf&cﬁu@ the PMN substances f§r use in the United States, no further activity Ey the
.Céminaﬁy involving the PMN substances is ’axv;-;ﬂgt as “solely for export” even 1f som;e amount of
thé ?‘MN substances is iatér expoﬂed. At that point, the rcqﬁircments of this Order‘-.apply to all
agtlwucs associated with the PMN substances while in the temtory of the United States Prior fo
 leaving US. iemmryé even tho'se q_uantlti S Or ba‘tchcs of the PMN substances that are destined for
exwrt are subj eci to £emis of '&e Order, and count towards any p:roducttigﬁ :vglume test triggers in

the Testing section of this Order

{2) Research & Da» eloz:fment ( ‘R&D™). The reqmramcnts of Lhzs Grd do niot apply to
manufacturing, processing, distribution in cornmerce, nse and disposal of the PMN sﬁbb@css n
small guantitics solely for research and development in accordance with TSCA §5(h)(3} 40 CFR
?40 ?(cc) and 40 a.,FR 720 36 The reqwremﬂnts of this Order also do not apply to
manufacnumg, pmcessmg, dlsmbutmn 111 COTRINEICE, 1Se and dJsposal of the PMN substances |
when they are manufactured solely for non-commercial research and development per 40 CFR
- 720. 3(}(1} arzd TSCA §5(1) |
_ (3) B‘mroducts The reql.ueman s of thisg Order do not apply té ﬂ;e PMN substance“s

© when r.hev are produced ‘;mthout separafc commerclal mtunt, oniy asa “b yproauct as de‘med a‘c

LRI
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40 CFR 720.3(d) and in compﬁance wzth 40 CFR 724.30(g),
{4} NG Separate Commercial Pﬁ;gase.-‘ The requirements éf this_Order do not apply to the
 PMN substances Wheﬁ they are manﬁfa,ctuicd, pu:rsﬁinf t& any of &cexcmptions n 40 CFR
729.30(h}, with ne comraercial purpose separate from ’{Ee mbstagga% J:mxture, or article Gf which o

they are a part_

(5) Imporied Articles. The requirements of this Order do not apply 10 t‘m, PMN sobstances
when they are imported as part of an “article” as defined at 40 CFR 720.3(c) and in- Qomphance

with 40 CFR 720.22(b)(1).

(c} Automatic Sunset. Ifthe Coﬁipany has obtained for the PMN substances & ’Test Market

Ezemption {“TME"} v Lnder TSCA §5(h3(1) and 40 CFR 72038 ora L@W VY olume Exempuon
(“LVE”) or Low R@Iease and Expﬂsure Exemption’ ( T oREX ”} under TSCA §5(h)(4) and 40 CFR
723.50(e)(1} and (2) respectively, any such gxemaption is automatmaﬂy ren_ciﬂ&d ﬂ_uli and w}td as

of the effective date of this Cénseﬁt Order.

. TERMS OF MANUFAC E‘URE EMPGRT PR@CEQS%ENG
DISTRIBUTIONIN COMMERCE, USE, AND DISPOSAL
PENDING SUBMISSION AND EVALUATION
OF INFORMATION

mﬁﬁmi_’_ﬁ@:{
The Compaﬁy is prohibited from'maﬂufacturing the PMN éubstémécs in tﬁe United States,
for any nonexempt commerczal purposc pendmg the devclopment of mformatmﬁ necéssary for a
reasoned evaiuaizon of the human health a.nd e;mronmantal eff\.cts of the substanca§ and Ehf‘:
compleﬁon of FFA’s reviaw of, and I'E:‘g?l}ato'r_y act;bn hased on, that ;nfe:ma‘a{}n, n a:;cqrdance

. with the conditions described in this Order:
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CHEMICAY SYNTHESIS Ai‘ﬁf} COMPGSITION

{a) Restrction. The Compaﬁy éhaﬂ not manufacture the PMN substances, P—1‘1-91 , 92 ahd 93
un_lcssthe [ | 1 starting material zsm compliaﬁce with and does not exceed the limits
specified in Table 1 and Tzble 2. The Company shall analyze the E‘aiﬁallj’ Isolated ¥ G}mnlaﬁo‘ns
of 'ﬂle:PMN substances {or the analytes specifgad in Table 3 upon initial commencerment of
e maﬁﬁféctﬁre, and at least aﬁnually 'analyze and report thereafter, until one year aftor ths.datﬂ of the

last jomt manufacture or prc»cessxng ofa Dr odu:‘t that contains | 1 pm(iucts at the
facﬂity "“he L,ompany shali report {0 thP Agency the ievels of {mpuritics [ |

| associated Wlﬂl the PN mbstances, P-11-91, 92, and 93

manufsctired by the Company, as specified below. For routine analysis, the Company shall

analyze the stariing material, [ 1 for the following anaivies shown in Table 1
. bd«ﬂf@‘} { | |
- , .]. Tha-: Company wﬂl also amually

amﬂyz& the starting maym'ai [ - 7 3, for'the aﬁaiyte[ ' B - 1

shown in Table 2, below. The Company shail makc its beat e‘fori to minimize these impurities

and to secl@: 10 elimmat@ them.,

(b) Analvsis and R@e@ggg The Company shaﬂ analyze rspresentame :;amp]eq of the Initially
Isolated formuiahons of the PMN substances P-11-91, 92 and 93 manufactured Qr 1mpﬁrted by
fhe i’“@mna_y to detenmine Qomplianﬁe w1th the requirements n pa;ragaph (a} The Company
| shal‘ also analyze rhe Imi‘laily ISolatod Formulations of the PMIV substances at eaeh -
manuf#ctm‘mg facility both (1} at the initial commencement Gi pon-exempt | 1’113.'{;‘ ufactare of the -

_ P MN substances at that facﬂit“;,f, and (2) at least azmually thege:gi’tcr during evexy year in w%ncr.a the;
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PMN substances are Iﬁanufactﬁred at that fa;:iii'_ry or imporied. If 40y Bew facﬂftj,% of zﬁaﬁ&facture
1is added or if the process of manufacture of the PMN substances are significantly alserf:d, then the
Iﬂiﬁaﬂy Isolated rPormulaﬁon_ of thePI\,ﬁ\T substgncesmust Bs analyzed at commencement, and
annually thercafier as set forth above. If the PMN sﬁ!qstaﬁces arc imported, the Company shall
obtain from the foréign manufac%mfér writien d(jcumeniaﬁoﬁ' to certify that représentaﬁver samples
- of the ﬁﬂpsﬁed form éf the PMN Substénces have been analyzed, 'éonsisient with the-réquirements
of this paragraph (b}, and determined to comﬁly with the requirements of paragraph (a). The
-Ccmpany shall r@port the above analysis t§ EPA at initial carmﬁc:nocmentlof m—anufacture‘ or
mpﬁﬁ and again if any new manufacturing facility is added or if the process. of manufacture of the
PMN substances or an},r\miritermeéiate thegeof is sigﬁjﬁ.cé.nﬂyﬂ’ altered. The Company shall continue
to repoﬁ these impurity levels to BPA annmﬂy, in & cycle complementary to the |

i I additwn to the reportmg for the Imtza,lly lbalated
Formulations of the PMN substainces th‘emsg:h’es,_ 'tha_@ompany shﬂl,_ for the | : ]
st’artin'g material, anﬁually report (l)the s-wajragé values and th;e rangs of values, including outlying
data, for the routine analysis for the é;xalﬁes specified in Tél:;lei and (2) the results of the anrmal

analysis for the analyte specified in Table 2.



| TABLE 1:

TOBEROUTINELY ANALYZED IN |

] STARTING MATERIAL

Analyte C-A%S Number Limitin | 1
[ { 1 [
_ N : 1 _ ] ‘
| ] [ | 1 (combined)
! 1 B ] { ] .
1 ] 11 1 z_ 1 (combined)
| 1 i ] :
{ 1 [ 1 [ i
N ] [ ] [ ] {combined)
1 1 [ 1 ' : ‘
TABILEZ:
TO BE ANALYZED AT LEAST ANNUALLY IN [ ]STARTING
MATERIAL ‘, ‘
Aﬁl&lyte CA_S Number . Limi‘tijj [ ]
1 { | 1 ]
b o :
"TABLE 3:

TO BE ANALYZED AT STAR,T-UP AND AT LEAST ANNUALLY THEREAFTER
IN THE INITTIALLY ISCLATED FORMULATIONS OF THE

PMN SUBSTANCES

Hstimated Liaximum in

_ Tnitially Isolated
Analyte CAS Number Formulations of the PMN

_ | substances -
B ] I | [ l{combined)
| ] 1 ] . |
I ] i ] [ ]combined)
[ ] i ] '
[ l I [ I

]




MANUFACTURING

{a)}(1) Prohibition. The Company shall not cause, encourage, or suggest the:manufacture or
iﬁzpdﬁ of the PMN substances by auy other pe’:rsoﬁ.. However, the Company méy communicate to
any other person the existence of the 5{¢) Consent Order and TSCA ]zlvéﬁfoﬁf status for the PMN

substances.

2} Sumset Following SNUR. Subparagraph (2){1) shall expire 75 days after pi‘omﬁlgation

of a final si gnificant new use rule ("SNUR") 'go%}eming .thc PMN substances under section 5(2)(2)
of TSCA unless the Company is ‘noti‘ﬁ'e;i roﬂ or before that day of an_.-a,cﬁbn in a Federal Court
seeking judicial review of the SNUR. If the Compdny is so notified, subparagraph (a)(1) shall |

not expire until EPA n.oi-iﬁl es thé Company in writing tha%: all Federal Court actions rinvolv:-ing the

~ 8NUR have been resolved and the validity of the SNUR affimod.

{3} Notice of SNUR. When E,PA promulgates a final SNUR for ﬂ_ic Phﬂ\l substaHCes and
subparagraph {a‘i@{i} expﬁé:s- in accordance with subparagraph (a)(2), the Company shall notify
each person v%}hom: it cauéeé aﬁceurage:s or Sgggeéts to manufacture orimporst the PMN
subsxaﬁms of the existence of the SNUR |
(b‘) Lontract Manufacturer. Notwﬂhstandmg paragraph (a), the Cempany may cause a “Contract
Manufacturer” outside the Ci}mpany to manufacture or import the PMN subsmccs accm:dmg w©
" the folidwing conditiens: | |

{1) The C(mtract Manufactﬁ:fer must be under contract to the Company to manufacmre or
import the PMN substances solcly for thf: Compa.ny The contract must spemfv the identity of the
Pl‘vﬂ\l babstances the total quaﬁmtleq o bem a:mfacture;d and the basic technalogy to be used for

manufac’mﬁﬂg.f

{2) The Company shall obtain from eash Contract Manufacturer a signed copy of the
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Consent Order for Contract Ma;aufactﬁr;f {to Be attached to this Order as Attack_}m'ent C)and
submit the coj:;y'to EPA alox;_g wifﬁ the name, address, and telephone ﬂﬂmber of a responsible
e_ﬁci-al of the Coﬁtraf:t Manufacturer. The Contract Manufacturer or Company mustreaewe a
fully execated co?y of the Consent Order for Coniract Manufacturer from EPA bi%fére the
Contract Mannfacturer may begin maﬁltfacﬁré or import. |
(3) If at any time, the C;'Jmpaﬁy 1{5&1115 that the Contract M_anufacmér has lfaﬂgd tﬁ cgmply
with any of the conditions specified in the Consent Order for Contract Iwianufacturér,.thé
C@mﬁany shall’h;rmediataiiy cease to cause the Contract Manufacturer t;) manufécmé or imponf
. the P}ﬂﬂ substances, unless the Coatract Manufacturer is in‘@gﬁpliancc- with a SNUR tor the
PMN substances, or unless the Companﬁf ié able to document each of the following; |
(i} That the Company has, within 5 Wﬁfﬁﬁg days, notified the Contract
Manufécmrﬁ:r in wriﬁng tha% the Contract Manufacturer has failed to compi.y wﬁh any ofthe
conditions specified in the Consent Order for Contract manufacturer, 1 |
(if) That, within 15 working days of notifying the Contract Manufacturer of the
3 n@ncompﬁénce, the Company received from the Coniract M&nufalc;tareﬁ in wntmg, a statement of
assurénce that the Contract Manufacturer is aware of the terms of the Consent Order for Contal'act
_ Mannfacmrei and will comply with thesé terms. |
(i) I after receiving a statement of assurance from the 'COH’II’&C{M&%]U facturer
u.ndF-r subparagraph (b3(il) of this Section, the Co-npany has notice or knowledgp that the Contract
Mamufacturer has mﬂed to comply with any of the condmons specﬂ‘!vd. in the Consent Order for
Contract Manufacturer, the Companv shall immediately ceise to cause the Contract Manufacm er
1o ma_nmacture or 1nport thc-: PRAN substa,nveq shall notify EPA of the faﬂure o compl Y, and shall

regumne caiiging the Contract Manuféctu—rs:r 10 manufacm:fe or imnport the PMN substances only
g . Yye ¥



upon Written notification from the Agency. o

DISTRIBUTION

(a) Exp;oﬁ Notice Reauirement No later than 1‘:1;1'&-: date of distribution, the Company shall
notify in writing any person to whom it di‘stribu‘tes the PMN substances for “commercial use” of
“mdusmal use""' that due to the iszuance of this Consent Order under section 5(¢) of TSCA, the
PMN substarices are Sub]eCt to the export no ﬁcauon reqmremems of TSCA sectlon 12{13} and 40 _
CFR Part 707 Subpart . Sucﬁ netice shall contain, in the form in Whigh it appears in this

‘Consent Order, the feliowmg information: (1} the PMN number, and {2) eithef {A) the specific

' che::m»ai identity ef the PMN substance, or (B} if the spaf'zﬁc chiemical identity is. conﬁdentlal the

: generic chernical i_dentlty.

TESTING _

N {2} Secﬁén §(e} Reporting, Reports ::;fiﬂformati@n on the PMIN substances which reasonably
qup@evts thie concluszon that ihe PMN subﬁtam es present a substantial risk of i&:jﬁrv 1o health or
the enw.mnmeﬂi, which is required to be repurtsa under TSCA Geuion 8(@) shali reference the
appropnate PT\ i 1de11tt fication numbcr for these subsiances and contain & statement that the

substfances are subjsct to this Consent Order. Additional information regarding section 8(e)}

reporting requirements can be found at www.epa.gov/oppt/tscale.

" (b Notice of Study Scheduling. The Company shali dotify, in Wﬁting, the FPA Laboratory Data

: Iniegnty Branch (22254), Office of Enforceme:nt and Compliance Assurance {.s. Envxromental
Protection Agency; 1200 Permsylvania Ave_nue, N.W., Washington, D.C. 204_60, of the following

information within 10 days of scheduling any shidy réquﬁ‘fﬁd to be perfornied pursuant to this
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Order, or within 15 days after the effective date of this Ordér? whichever is later:
(1) The éat;*: when the study is schadﬁied 10 commeﬁcé;
(2} The name and address of the _Iab(;ra;{{}ﬁ Wb:tchwﬂl ooaduct tﬁe-stﬁdy; and -
(33 Thﬁ: name znd telephone number of a person atr the .Compazly or the laboratory whom
FPA may contact regardjng the studf,f. :
# [ he éppropﬁatevPMN identiﬁcéﬁ(jn nﬁﬁbcr for sach subsﬁnce and a statement thatl

the substance is subject to this Consent Order.

'( ¢y Good Laboratory Practice Standards and Test Protocols, Bach study required to be performed

pursuant to this Order must be ﬁf}n&uc‘tﬁd accardiﬁg to TSCA GO‘od Laboratory Practice Smﬁdards
at 40 CFR Par 792 and using muthodalagzes generally avcepte:d in the relavam scientific
cotamunity at the time the sty is 1mﬁatcd Before startmcr to uanduci any study, the Cempanv
Triust G’btai;n a‘pmoval of test p’mtocolq from EPA bv submtt’fmg- writien prﬁtOcols. - BPA will ..
e spond to the Campanv within 4 Woeks af receiving the Frittei prot{)cols Publwhed test

| guidylmf:s specified in paragraph (d) provide gmeral gmdancc for deif eiopmant of test protocals
_but are not thémselves acceptable protocols. Approval of the tast'protocoi does not mean pre-

acceptance of test results,

(d) Triggered Testing Requirements. (1) The Company 18 préhjhited from manufacturing or

importing the PMN substances, beyond aggregate manufachwe and import volumes of i - 1
kilograms, | 1 kilograms, and | 1 kilograms (“the production limits"}, unless the

Company conducts the following sttidies and sabmits fnal reports and underlying data in

accordance with the conditions specified in this Testing section.
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Produetion Limit Study : Guideline
[ Jkes ‘Modified Semi-Continuous OPPTS 835.5045; OECD 3024

Activated Shudge (SCAS) with
Analysis for degradation products

UV visible light absorption - OPPTS 830.7050, OECD 101
Dirsct Photolysis, if wavelengths ~ OPPTS 835.2210

greater than 290 nm are absorbed in

the previous test (OPPTS 830.7050)

Indirect Photolysis Screening Test  OPPTS §35.5270

Hydrolysis as a fimction of pH~ OPPTS 835.2130, OECD 111
and t@iﬁ;}erature: . '

Aefobic’ Transformation in Soil  OECD 307
Anacrobic Biodegradability of OECD 311
Organic Compounds in Digested

Sludge ‘

[ 1 kgs Photoiransformation of Chemicals  Draft OECD guideline Jan. 7002
: On Soil Surfaces—2 soils R ' _

Aerobic Sewage Treatment Plant OECD 303A
{STP) (Activated Sludge Units)

Aérobic and Anaetobic  OECD308
Transformation in Aquatic Sediment .
Systerns

[ Tkgs " Anzerobic Transformation in Soil OECD 307

(éi} The test substance shall be the PMN substance described in P-11-91. Chemical
composition of the test substénce shall be verified and a certiﬁcate of analysis submitted to EPA.
- (1i1) Cﬁemical composition 5%7 the test substance must be fully, charactéﬁzed. -F(}T'
7 polyﬁers, chara;:teﬁzation inctudes all information required on pages 5 and 6 of'thc-Pm form

(i.e. EPA Form 7710-25), except that data on residuals are only recgujred for Aﬂﬁoriﬁatédm
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substances. Although BPA understands that complete mass bélance may 1ot be achisvable for the
speéifi@d auélytgs, the Company shatl atternpt mass balancs to the greatest cxlent practicable.
EPA ﬁréfars that the Cpmﬁaﬁy testthe commerma.l substance. |
| {(ivy The Company must test for the following énalytes i the Biodegradation Tests (OECD

307, ORCD 308, OBCD 311, OPPTS 835.5045 or OECD 3024, and OBCD 3034) : |

I8
(v} Because the environriental fate 'pathway for photolysis may be different than for
biodegradation, the Company must test for the following @dwes in the Abiotic Tests: 1dentify

the major fluorinated ﬁagménts and volatiles incilgdin_.g; {'

{e} Test Reports, The Company shall; { lj conduct each study in good faith, wﬁh du;e par'e, and in
a scientifically valid manner; (2} p}mmpﬂy‘ furnish to EPA the jrésuh:s of any interim phase of each
s.m_d}'; and {3) submit, iﬁ i:ripﬁcate (witﬁ an a&diﬁonal éé.nitﬁzéd COpY, if cenﬁdenﬁal business
information is involved), the final report of each study -aﬂd ali underlying data {“the report and
dai;a.") to EPA. no later than 14 weeks prior to exc;f;edmg the applicable }Smduction limit. ﬁe final
report shall c;omaiﬁ thé contents specified in 43 CFR 792.185, Uncieﬂying‘ data shall be submitted
to EPA in accer(}az.;ca-with T;he applicable "Reporting,” ';Data and Reporting,” and "Test Report”

subparagraphs in the applicable test gai&eliﬁes. However, for purposes of this Consent Order, the
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Worﬁ “should" in those subparagraphs shall bs interpreted to mean "shall” to make clear that the
submission of such information is mandatory. EPA will require the submissicn of raw data such
as slides and- laboratory notebooks only if BPA finds, on the basis of prefeésjonaj. judglgjent that

an adequate evaluation of the study cannot take place in the absence of these items. -

(f} Testing Waivers, The Company is not required to conduct a study specified in paragraph (d}

of this Testing section if notified in writing by EPA that it is unnecessary to conduct that study.

{g} Equivocal Data. If EPA finds Ithat the data generated by a study a:fe scientifically equmca};

the Cempansf may continue to manufacture and import the PMN subsfaﬁces-beyond the applicable
production ﬁﬁﬁt; To seek relief _from_any other resiricﬁoﬁs of this Orﬁer, the Company may make: -
a se@ﬁd attempt to obtain unequivocal data by _rcoonducﬁﬁg the study under the candétibilzs
specified in paragraphs (b), {c}, and (a1} and ( _e)(-Q.)‘ The testing 16(;1131‘6111&3’[8 may be miodifisd, | -
as ne‘seésary to permit a reagsoned evaluation of the risks prasented by‘t_he PMN subsian(;es; only |

by mutual corsent of EPA and the Cormpany.

(k) BEPA Determination of \nvalid Data.

(1) Except as described in éubpmg_ragh (5){2}_., lf within 6 weeks of EPA‘S receipt-of 2
test report and data, the Comp_emj,} reéeives written notice that EPA finds thai the dafa generated by
a study are scientiﬁcaﬂy invalid, the Comp‘aﬂy is prohibited from firther manufacture and import
of the PMN substances beyond the applicable prodaction limit, -~ . . .. ..

(2)y The Company may continue to manufacture :-md mport rthé‘ PMN substances beyond

the applicable production fimit only if so notified, in writing, by EPA in response 1o :‘ghg:
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- Company's compﬁaﬁce with éither of the following squaragrz{phs (B)(2){3y or (hMZH(iH).

(i) The (.Zlompamz may reconduct the study in compliance fﬁth pa:agraphs (b), (c),
apd (e}(1) and (e}{2 z;‘i if th»:'r, is s ﬁf:ﬂ:nf time to reconduct the sﬁddy and submit the report and
data (o EPA, at ieast 14 weeks betore exceeding the production Hmﬁ: as rsquirad by s‘ubparagdpﬁ
(e}3), the Cﬁmpany shall comply with subparagraph {e)(3). If there is insufficient time for the
Company to comply with subpa.ragraph (e}(3) the Comﬁany may exceed the productlon timit and
 shall submit the report and data in tfipiicate to EPA within areasonable period of time, all as
speciﬁed by EPA in the mticé ciesc:ibéd in éubpﬁagépﬁ (h)(1). EPA will respond to the
Company, in writing, w;iﬂzin & weeks of recsiving ‘the ‘Jompaﬂy‘s report a:nd-data" |

(ii} -T‘he Cémpany may, within 4 weeks of r&:@eivi:ﬂg from EPA the n_a:-ﬁée
descrzbud In subparagmph {(h)(1), submit to EPA written report reﬁltmg EPA's finding. EPA

will respﬁnd to the Company in Wﬂtmg, within 4 waﬁ‘ks Gf receiving the Company's report

(i}: Company Determination of Tavalid Data,

1 Ezwﬁt as'described in sgbpamgtaph (i)(Z-), if'the Company becomes aware that
circu-mstance's clearly bevond the control of the Cempa}:@ or laboratory will p?evgant, orhave
?rev;nted, development 0% scientifically valid data under the conditions specified in paragraphs
{(c) and (e),fﬂls- Company remams pro]ﬁbited from further manuafacture and import of the PMN
substances beyond Lé applicable prgductiﬂn limit, | |

(2) The Company may submét to EPA, within 2 weeks of fivst becoming aware of such
circumstances, a written statemerit éxp]ai rﬁng vvhy circumstances clearly beyond the control of the
Company or laboratory will cajlsi:t or have causéd developmeﬁt of sciéntiﬁcaﬂy inva.lid data. EPA

will notify the Company of its response, in writing, within 4 weeks of receiving the Company's
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report, EPA's wiitien response may either:
{i} a]low the Company to continue to manufaciure and import the PMN substances
Bejrond the applicable production limit; or
(ﬁ) require the Cmﬁpzmy to continue to conduct, or to rec@ndﬁct, the study in
compliascs with par“gaphs (b}, (c), and (e)(1) and {e}{2}. Ifthere is sufﬁcxent time to conduct or
rﬁconduc* the stady and submit the report amd data to EPA at ieast 14 weeks before exceedmg the
pmductioﬁ ﬁmi‘t as vequired by subparagraph (e)(3), the Compa,ny shall comply with subpmgraph
(e)3). If there is insufficient time for the Company to coraply with subparagraph {)3), the
'Compaziy may exceed the production limit and shall -sﬁbm'it-thc report and data in Atrip]icate.to
EPA within a rcaéonablé period of f;imas aﬂ as specified by EPA in the notice deseribed in
.subparagraph (D{2). BEPA will raspm:;,d to the Company, in wﬁ{ing, within 6 weeks of receiving '
" the Company's report and data, as to whether the Compénjy may @nﬁhué 0. rﬁénufacture and

import beyond the applicable production Hmit.

: (i} Unreasonsble Risk.

(1} FPA may nonfy the Cempany in Wntmg that EPA ﬁnds that the data generated by a
study are scientifically valid and unequwocal and indicate that, desplte the terms of this (}rder the
. PMI\I substances will.or may present an unreasonable Iisk_ef iﬁjuiy to human health o thc
enviromment. -ﬁPA’S notice ma\} specifj that- the Company unéertaké cer‘eaiﬁ actions’l coﬁceﬁ:in‘g
further testing, manufacture, import, processing, distribution, use and/ or dlsposél of the PMN
substances to mitigate exposures to or i better charactanze the risks presented by the PHIN.
subbia:aces Within 2 weeks from recmpt of such a nouce the Compa:nfy st cease all

manvfacture, import, processing, distribution, use and dmpﬁsal of the PMN substances, unless
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exther:

{2) within 2 weeks from recéiﬁt of the notice é"gescribed in subparagraph (G}(1), the
Company complics with such 1-équircmm-f.s as BPA's notice specifies; or

{_3‘)_‘ withjn 4 weeks Trom receipt of the notice described in subparagraph (j}(1); ﬁle
Company subruits o EPA a written report refiating EPA;:% finding and/or t‘;le appropriateness of
any additional requirements imp;)‘sed by EPA. The Company may confinue to manufacture,
import, process, distribute; use and dispose of the PMN‘ substances in accordance Wlth the farms
Vof this 'i)rder"’pending FPA's response to ﬁ:hé Compgny‘s written report. BPA will reépond to the
Company, in writing, within 4 weeks éf rccei?ing the Cempanj? s report.. Within 2 weeks of .
' receipt of BPA's writien réspgnsaj the ‘Cgmpany shall comply with an§ reguirements imposed by
EPA‘S response or cease all manufacture, import, processing, disﬁ'ibution, use and disposal of the

PMHN substances.

(k) Other Requirements. Regardless of the satisfaction of any other conditions in this Testing

section, the Compary must continue to obey all the terms of this Consent Order until otherwise
notified in writing by BPA. The Company may, based upon submitted tesi data or other relevant
information, petition EP A to modify or revoke provisions of this Consent Order pursnant to Part

V1. of this Consent Order.

RISK NOTIFICATION

(a) Tf as 5 result of the test data required under the tenns of this Order, the Company becomes
aware that any of the PMN substances may present a risk of injury to bumap health or the

environment (or is so notified by BPA), the Company must incorporate this new information, and
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any iﬁformation on ;zietheds forprotepﬁng against su;h nsk, o a Iviaﬁf;ﬁai Safety 'Data.Shest.
{"MS8DS™) for those PMN substarices, s describéd in 40 CFR section ;721.72(9), wit_hix_i 90 days
from the time the Compgﬁy becomes aware of ﬂné new infoﬁﬁaﬁpnq If the PMN suBst&ndes are
not being mam}fac't&fsd, imported, processed, or used iﬁ.‘ the Compan}}'s; workplace, thé Company

must add the new information to an MSDS before the PMN substances are reintroduced mto the

Workpiace.
) .Thc‘ Company must ensure that persons Wim will receive the PMN "s'u‘nstances from the
Company for either commercial or industrial use, or who have recgived the PMN substa%lcas. from
the Cempmlﬁf for ei?iher comumercial 51’ induystrial use, within 3 yearé from the date the Cémpan}?
becomes aware of the new information déscribed in péragraph (a) of this section, are provided an-
MSDS containing the information required imder paragraph (a) mthm 90 days ﬁ‘c‘»m the time the

Company becomes aware of the new information.

1II. RECORDKEEPING
(a) Records. The Cotﬁpany shall mamiam the following records until 5 years after the date they
are created and shall make them zvailable for inspecﬁoﬁ. and copving by EPA in accordance with
seﬁﬁon‘ 11 of TSCA:

1 'Exemﬁﬁons_ Records documenting that the PMN s*;bs;aancés did in fac.t qualify for any
one or motre of the exemyptions described in Section I, 'Parag;-aph (b) of t}:us Order. Such records
must satisfy all the statutory and regulatory recordkéeping.requirements applicable to the
exemption being claimed by the Company. Aﬁy'amountéf aor bé,tches_ of ’ma PMN sul;stances

eligible for the Export exemption in SecﬁénuL Paragraph (b)(1) of this Order, are exempt from all
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the requirements in this Recordkeeping section, if the Companj maintains, for 5 years from the -

- date of their creation,*coﬁies of the export label and export notice to EPA, require& by TSCA
sections 12(2)(1)(B) and lﬁ(b), respectively. | Asny amounts or batches of the PMN Sﬁbstances '
eligﬁ'ble for the Research and Dcvelopm—ent exemption in Section 1, Paragraph (b)(2) of this Order,
are exempt ﬁom all the rcqmremems n ﬂ'llS Recordkeepmg sectlon, it the Company mamtauns for

-5 years from the date of thelr creation, the records requ]red by 40 CFR. 72(} 78(b). For any
amounts or batches of the PMN substances claimed to be eligible for any other exemption

~ described in Séction L P-ar‘agraph (b) of this Order, the Company shall keep rec’ords demons&atiﬁgr

qﬁg]jﬂcaﬁcn for that exemption as well as the recérds specified in pgragmphs 2 and' {3) below,

but is e}.(cmpt ‘Ec"c»m_ the other ;‘ecord ke_cpiné requirements in this Recq;d -kee;;ing section;
(2) Records &oc_umenﬁng compliance with the Chemical Synthesis and Composition
section of this Ofdér, including the results from foutine analysis of reﬁresent&tive samples of the

‘ starting material, f - 1, ami at start-up and annually thereafier of the Initially Isolai:ed
Formulations of the PMN substances. |

{3) Records documeﬁting coxﬁpiianca with the Manufachn-ing,- Distribution, and.w:T@sting
sections of -ﬂﬁs Order. | |
(4) Records documeﬁﬁng the manufacture and importation volume of the PMN

.substances and the correspondmg dates of manufacture and import.

(5) Records docwnentmg the names and addresses (including shipment destmauon

\addrcss,_ if different) of all persons outside the site of manufactore or meort to whom the
Company diréctiy sells or transfers the PMN substances, the date of eaéh sale or transfer, and the

quantity of the substance sold or transferred on such date, wherein transfer does not include the

distﬁbution of small sample quantities (less than |

] kilograms annuz-ﬁluy) of the PMN substances
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without charge. .

(&) Records dgcumenting 'the‘éﬁ.dfess of all sites of mamufactare, import, processing, and
nse;

{7} Copies of material safatyrc‘iata sheets ‘rgquired-by the Risk Noﬁ_ﬁcaﬁoﬁ sectioﬁ of this -
Crder; |

(&) Copies of anv Transter Eo(:uﬁients and hotices requircd by the Succe_ssor Liability
section of this Order, if applicable; and _

(9) The Company sﬁali keep a copy af this Order at each of its sites where the FMN |

substances are maﬁufa clured, meortci };roccssed, or used.

(b)) App 1iéabi}im The provisions of this Record keeping Section are applicable only to activitics
of the Company and its Céntraqt Manufactufar% if applicable, and niot to activities of the

Company's customers.

{c} R’JMB Céntrql_Nuﬁlher. Under th:e Papeﬁ*ork Reduction Act and its regulations at 5 CFR Part
1320, particulaﬂy 5 CFR 1320.5{(b}, the Company is not requﬁed to respond to this “collection of
iﬂfc;rmaticn?’ unless this Order displays a‘- ereﬁtlv va}id contr;ol number from the L;}Ifﬁce of

} Tvianagament and Budgct (OMB), and EPA so mforms the Company The* co]lection of

information” reqmlcd inthis TSCA §5(e} Coxxseﬂt Orders has been approved under current]y valid

GMEB Control Mamber 2070-0012.

1V, REQURSTS ¥ GR PRE-INSPECTION INFORMATION

{a) EPA’s Reguest for [nformation. Pursuant to section 11 of TSCA and 40 CFR 720.122, EPA
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may oceasionally conduct op-site 'cempliaﬁcc mnspections of Comﬁa,ny ,fac:_iliﬁ;s and conveyances
associated with the PMN substances. To faéilitate sucﬁ irspections, EPA. persozmel may contact
the Company in advance o request information neﬁmm‘t to the schvdu.mg and cunéuct of such.
inspections. Such rctjuegté may be written or oral. The types of informeation that EPA ma_y‘
request may mclude, but are not lﬁmted to, the fﬁllomng |

(i} Expected dates arnid umes when the PTVIN substances will be in producﬁan within the

sﬁhsequent 12 months;

(11) Current VJDI‘kShlﬁZ schedules for workers who are involved in activities associated with
the PMIN substances and may reasonably be exposed to the PMN substances;

{ii1} Current job titles or catcgories for workers who are inv'oivcd in activities associated
w:th the PMN substances znd may reascnably be exposed to the PMN sﬁbét;nces';

(iv) Existing expﬁ sure monitoring data for workers who are invicﬂved if an,cﬁ%’_‘itjes
assoﬁﬁted with the PMN substances and may reasonably be eﬁposed 1o the ?MN substances;

v} Re co:rds rcqmred by the R@C{er Leepmg section of th_s, Order and/or

(Vl) Any. othei :mfornanon reasonably related to deteymining camp},ance with thls Orde.r

or conducting an inspaction for that purpose.

() Company’s Response. The C-:}n pany shall respond to such I’GQ{IQ.&KS within a reasonable

pedod of time, but in no event later than 30 days after re_ce_ivi_ng EPA’s request. When requested
in writing by EPA, the Company’s response shall be in writing. To the extent the information is
known to or reasonably ascertamable to the Company at the time of the request, the Company’s

response shall demonstrate a good faith effort to provide reasonably accurate and detailed answers

to all of EPA’s reguests.
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(6) Confidential Business Information. Any Confidential Business Information {CBI) that the

Company submits to EPA pursuant to paragraph (b) shall be protected in aceordance with §14 of

TSCA and 40 CFR Part 2,

V. SUCCESSOR LIABILITY UPON TRANSFER GF CONSENT ORDER

() Seope; This section sets forth the procedires by which the Company's rights and obligations
under this Order may be transferred when the Company transfers ifs -_int;arests in the PMN
sr;bstazzceé, mcludjng the right to ‘manufacture the PMN substances, to another person outside the

Company {the "Successor in Interest™,

(o I‘i{elsiian of Transfer Date to Notice of Comménc;_ment'( ;'NOC“)_.

(1} Before NOC if the transfet -fmm.;che "Comp;my_to the Successor in Interest i‘é effective
_a;;:@fqrc E?A_rf;ceivqs 2 gatica of mmm@ant of manufécme or import {("NOC™) for the Pm :
substances from the Company puréuani to 40 CFR 720.71 02, the Successor in Interest must submit
new PMNs to EPA and comply ﬁﬂiyrwith Sectieﬁ 5{a)1) {;;f TSCA and 40 CFR part 720 before
commencing manufaciure or import of the PMN su;t)stancas- | |

(2} After NOC. If the transfer from the Company to the Successor in Interest is effective
after EPA receives a NOC, the Successor .in Interest shall comply with thé tenﬁs of this—- Order am;i

shall nof be required to submit new PMNs to EPA.

(¢} Definitions. The following definitions apply to this Successor Liability section of the Order:
g P
. (1} "Successor in Interest” means a person outside the Company who has acquired the

Company's full interest in the rights to manufacture the PMN substances, including all ownership
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rights and legal habmttes through a transfer dm‘umem S1gn6d by the Company, as transferor, and
the Sﬁccessor in Interest, as transferee. The term excludes persons who acquire less tban the full
interest of the Company in the PMN substances, such as é_ﬁ;éﬁsee wﬁo has acquii'ed a lémited
license to the patent or manufactoring rights associated with ;ihe PMN substances. A Successor in
in_a_rcﬁ must be incorporated, Heensed, or doing- business in th{;.Unitad Sta,tf::s-in accordance with .
40 CFR 720.22(3}. | |

2y *T ransfer“D'ocument" means the legal insmlmént(s) used to convey the interests in the

PMN substances, iﬂciuding the nght to manufacture the PMN substances, from the Company to

the Successor in Interest,

(d) Notiges.

( 1) Notice to Suceessor in Interest, On or before the nffecnve date of the transfer, the

- C(}mpa:ﬁy shall provide to the Successor in Intesest, by regj;_st'eged_ mail, & copy of the Consent
Order and the "Notice of Tranéfer" dbcﬁmsﬁt W’hl@h is ineorporated by referénce as ;étta;:hmcﬂt B
fo this Order. | |

(2) Notice to EPA, Within 10 business days of the cﬁeoti ve date of the transfer, the
Company shall, by registered mail, submﬁ the tully e}.ecuted Notice of Transfer documc:nt to:
U.s. Envmmnental P1 otection Agency, New Chem;cais Branch (74(35}, 1200 Pennav}vama
Avenue, N.‘N . Washington,— .C. 20460.

(3) Transfer Document. Copies of the Transfer Doc&mént must be ;namtained by the
Successer in Interest at its principal place éf business, and at all sites where the PMN substances
are manufactured or imported. Copié_s of the Transfer Document mrust also be Iﬁade, avaﬁable for

inspection pursuant to Section 11 of TSCA, must state the effcctiv‘é' date and time of transfer, and
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mrast confain provisions which expressly transier liability for the PMN substances under the terms

of this Order from the Cotupany to the Successor in Interest.

(e} \ Liability,

(1} The Company shall be liable for compliance with the r&quirement-s of this Order until
the effective date and ﬁme of the trénsfar described above.

(2) The Succeséoi’ in in_ierest shal be liablé for compliance with thé requirements of this '
Order effective a3 éf the date and time of transfer.

(3) Nothing in this section shall be é:mfstmed\t{) prohibit the Agency from taking
mfc:;rcrsment action agaiﬁsi the Comipany after the effective date of the transfer for actions taken,
or omissions made, during the time in wlﬁch‘th_;e Coﬁpany manufac:turgd, pfoc,éssed, used,

distributed in commerce, of diispeséd of the PMIN substances pursuant to the terms of this Consent

Order,

| B Oiiliéaﬁons o Submit Teét_]fjata nunder Conseﬁt Order, If 'paragraph (d) of the Testing'sect‘ion
- of this Consent Order requiges the Company to submit test data to EPA ata speciﬁéd preduc‘tiron
volume ("test trigger"), the aggregate volume of the VPMN substances manufactured and importe:d
by thé Company up to thé date of transfer s];la"i] count towards the fesj: trigger applicable to tﬁa |

Succesgor in Interest,

Vi. MODIFICATION AN]} REVOCATION OF CONSENT ORDER

The Company may petition EPA at any time, based upon new information on the health

effects of; or human exposure to, the PMN substances, to modify or revoke substantive provisions
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of this Order. The exposures and risks iécnﬁﬁed b} EPA during its review of the PMN
substances and the information EPA determined to be ﬁeceﬁsaﬁy_t& evaluate those exposures and
tisks are described in the preambie to this Order. However, in detém;ining vrhéthc: 10 arend or
revoke this Ofder, EPA will cOnsi&er all relevant information évailable at the time the Agency
malces that determination, including, Whefaappropriats, any reassessment of the test datﬁ or éther
igfém:aeitibn that supports the findings in th_i_s Order, an examination of new test stfia’fa= or othei
information or analysis, and any other relovant information.

EPA will issue a modification Cvi" revocation if EPA determines that the activities proposed
therein will not prese—iﬁ an unmasc'mabls :rié.k of injury {0 health or the environment and will not
resﬁiﬁ_ in significant or substantial heman exﬁosme or substantial -envimgmental release in the
 zhsence of data sufficient to permita reasoned evaluation of the health or efvironmental effeats of
the PIMN substanécs; .

In aiﬁﬁitiezn; the Company may petiti.on EPA at aﬁy tiroe to m_aka other mn’ﬁiﬁcaﬁoﬁs o the
language of this Order, includjﬂg mgdiﬁ;:aﬁqns:_ o production volame limits and tixﬁa periods for
submiésiﬁn of reports and datz,w}ﬁch a?e necessary due o no fmitof, or circumstances beyond
the control of, the Company. EPA in its sole discretion, may issﬁe such a modiﬁcaﬁon ifEPA |
determines that the modification is useful, appm-priateﬁ and coﬁsistﬁnt with the structure and intent

of thig Order as issued.
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YIii. EE‘E%.?ET OF C{}NSEFT{’-GRQER
(a) Waiver. This Order is effective when signed below by boih pérties and received by EPA. By
consenting to the entry of this Order, the Company waives its rights to fle obj ections t0 this Order
pursuant to ssction 5{(e)}(1C) of TSCA, to receive service of this Order no later than 45 days -
before the end of the r:evie*% period pursuant to se_-c‘ti on 5{e){1}(B)} of TSCA, and to challenge the
validity of this Ordar in any subsequent action. Cénsenting to the %ntry of this !O'rder',-“ and |
égreeing to be bound by its terms, do not coﬁstitﬁte an admission by the Company as to, the facts
or conélﬁsions underlying the Agency's determinations in fhis proceeding. This Waive; does not
affect any other rights &a.t tize Company may have under TSCA.
{5} CBI Brad;ats. E}-"signing this Order, ﬂw Company Iepfssents that it has carefully reviewed
ﬂais- document and hereby agrees thit all ijlfonﬁafeion herein elaimed as mnﬁd&zﬁﬁal“by the
Company (per section 14 of TSéA, 40 ;CFR E"aﬁ 720 Sabpalf E, and 40 CFR Part 2;,) is correetly
identified wﬁhm brackets and that any infermation “ﬂaat is ot bracketed is not claimed as
| confidential. To make this:decummtavaﬂabié for public vie*;viziig, EPA,W.i‘iAl remove only the .
 inforraation cant;hl‘éd within the brackets. - : |
‘U Dedorere 7)) | jfmm%@)&%
Date Maria J. Dha/PLD.
Director _

Chemical Coniro} Division
Office of Pollution Prevention and Toxics

do Oct 2011 o

Date

Name: [« - | ]
Title:

Company: | | 1



ATTACHNMENT &4

DEFINITIONS

Note: The attached Order may ot contain some of the terms defined below.f

"Chemical hame” means the scientific designation of a chemical substance in accordance
with the nomenclature system developed by the Chemical Abstracts Service's rofes of '
nomenclature, or a name which will clearly 1deni.1fy a chemical substance for the purposc of
conductmg 1 hazard evaluation.

"Company” means the person or persons S‘tlb_] ect to fhis: Order

"Commercial uge” means the use of a chemical substance or any mixture containing the -
chémical substanice in a commercial enterprise providing saleable goods or a service to consumers
(6.g., a commercial dry cleaning establishruent or painting contractor). .

"Common name” means any designatim or idernitification such as cods name, code
number, trade name, brand name, or generic chf:rmcal name used to identify 4 chemical substance

other than by its chemical name.

"Consumer” Means a pﬂvate individuoal Whu uses a chemical substance or any product
containing the chemical substance in or around 2 permanent or tempoTary household or resﬁence

dwng recreation, or for any personal use or enjoyment.

"Consumer produci” means a chemical substance that is directly, or as part of & mixtare,
soid or made available to consumers for their use in or around a permmenr or tenp@raﬂf
household or res;dem:e in or around a school, or in rec?eaﬁon : :

' *"Contamer” ‘means any bag, barrel, baﬁle box, can, cylinder, drium, reaction ve=sel
storage tank, or the like that confains a hazardous chemical. For purposes of this section, pipes or
piping systems, and engines, foel tanks, or other operating systems in a vehicle, are not considered

-« fo be contamarsw

"Conf:ract Mamufactarer™ means a psrson, outside the Company, who is authorized o
manufacture and import the PMN substance under the conditions specified in Part H of this
Consent Order and in the. Consent Order for Cﬁntract Manufacturer,

“Final Formulation of the PMIN subséanc-es” eans the formuliated dispersion or solution
of the PMN substances in the form in which it is sold to customers outside the Company or
transferred to a different business unit within the Company. The term does not.include
intermediate difutions of the PMN substances that are intended only for use within the Cmnpany

for further dilution prior to qale

"Tdentity" means any chemical or cOMINON NamMe used to identify a chemical substance or &
mixture confaiming that substance.



2

' "Imroediate use," A chemical substance is for the "immediate use” of a person if it is under
the control of, and used only by, the person who transferred it from a labeled container and will
“only be used by that person within the work shift in which it is transferced from the labelled

containds.

“Industrial use.” An industrial use is a use at a site at which one or more chemical
substarces of mixiures are manufactured (inchuding imported) or processed. -

“Iﬂi'tialije Isolated Formulations of the PMN substances™ means a common intermediate
PMN fornmulation, as it exists when first produced and isolated after the polymer manufacturing
- process, that can be further processed or repackaged at the direction of the Company to result

ultimately in one or more final formulations of the PMN substances.

"Manufacturing stream™ means all rﬂeasanably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or concentration, through all intended operations
- of manufacture, inclodin g the cleaning of ﬁqmpment

"MS[S" means matenal safety data sheet, the written listing of data for the chemical
substance.

*‘NIGEH" means the National Instifuie for Occupaﬁoﬁal bafety and F{cal‘th of fthe U S '
Department of Hmlth and Human Services. :

"MNon-enclosed prowss mieans any equipment system (such as an open-top reactor, storage
©tank, or n:uxmg yessel) in which a chemical substance is manafactured, processed, or otherwise
used where significant divect contact ot the builk chemical subbtancc and the workplacc air may

, QOO

"Non-industrial use” means use other than: at a facility where chemical sebstances or
mixfures are manuiactm‘ed, imported, ot pmcessed : '

'"PMN substances” means the chemical substance {see: TbC 5. 3(2)) described in the
!?remanufacme notices submitted by the Company relesfant to this Crder.

"Process streant” means all reasona‘bi Yy anﬁczpated transfer, flow, or disposal of a chemical
substance, regardless of physical state or concentration, through all intended operations of
processing, Inclnding the de.a_mg of equrpmn’r

i

: "Scientificaily invalid” means aby Slgﬂlhcam: deparher from the EPA-approv ed protocol
or the Good Laboratory Practice Standards at 40-CFR Part 792 without prior or subsequent
Agency approval that prevents a reasoned evaluation of the health or environmental effects of the

PhN substances. -

"Scientifically equivocal data” means data which, although developed in apparent
conformity with the Good Laboratery Practice Standards and EP A-approved protocols, are
_inconclusive, internaily inconsistent, or otherwise insufficient to permit a reasoned evalnation of
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;oiennwi nslc_ of injury to human health or the environment of the PMN subs ances.

"Sealed container” means a closed container that is physically and chernicaily suitable for
long-term contaimment of the PMN substances, and from which there will be no human exposure
to, nor environmcntal relcase of, the PMN substances during transport and storage. '

"Use stream” imeans all reasonably antivipated tfranster, ﬂow or d;sposal of a chemical
substance, regardiess of physical state or concentration, through ail 1mended operations of

mdustnai oomme'rcxal Or COnSLMEer Use.

”W orkpiaﬂe" IEANS a1 ebtabhshmunt at one geographlc iocauon contaimng one or More

work aTeas.



ATTACHMENT B

NOTICE OF TRANSFER
: OF -
TORIC SUBSTANCES CONTRON, ACT
SECTION 5(e) CONSENT ORDER

Company { Transferor) © PMN Number

1. Tramsfer of Manufacture Rights. Effective' on , the Company did sell or
otherwise transfer o (“Successor in Interest”) the rights

and ligbilities associated with manufacture of the above- refcrenced chemical substance, which
was the subject of a premanufacture notice (PMN) and is governed by a Consent Order issued by
the U.8. Environmental Protection Agency (EPA) under the authority of §3(e) of the Toxic
Substances Control Act (TSCA, 315 U.S.C. §2604{¢)}.

2. Assumption of Liahility, The Successor in Interest heveby certifies that, as of the effective date L
Of transfer, all actions or omissions govemmed by the. apphcab;e Consent Order limiting -
. mianufacture, processing, use, distribution in commerce and disposal of the PMN substance, shall
be the responsibility of the Successor in Interest. Successor in Interest also certifies that it is
moorporated, licensed, or doing business | in the United States in accordance with 40 CFR

720.22(3).

3. Confidential Business fnformation. The Successor in Interest hereby:

‘ Toasserts, :

relinguishes, or
_ modifies

all Copfidential Business Information (CBI) claims made by the Company, pursuant 0 Secucn 14
of TSCA and 40 CFR part 2, for the PMN substance(s). Where "reasserts” or "relinquishes” i
indicated, that designation shall be deemed to spply to all such clajms. Where "modifies” is
indicated, such modification shall be explained in detail in an attachment to this Notice of
Transfer. Information which has been previously disclosed to the public (e.g., a chemical identity
that was not tlaimed as CBI by the original submitter) would not subsequ ently be eligible for

- confidential treatment under this Notice of Transfer:
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TOXIC SUBSTANCES CONTROL ACY
SECTION 5(e) CONSENT ORDER

NOTICE OF TRANSFER

{éﬂnﬁn&ed}_
Company (Transferor) PMN Nurmber
Signature of Autherized Official Date
Printed Nano of Authorized Official
Title of Authorized Official
Successor in Imferest
Signature of Aufhorized Official Date

Prim_ed Name of Authorized Official

Title of Authorized Official

Address

City, State, Zip Code |
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TOHYIC SUBSTANCES CONTROL ACT
SECTION 5(c) CONSENT GBRBER

NOTICE OF TRANSFER -
{continued)

Successor's Technical Confact

Address .

City, State, Zip Code

Phone
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